








24:4-6. Repealed. Laws of 1953, Chapter 24.
24:4-7. Repealed. Laws of 1953, Chapter 24.

24:4-8. Claims under oath. Any person who appears
and claims the food, drug, cosmetic or device seized
under the warrant shall be required to file a claim under
oath.

24:4-9. Sale or destruction of condemned article. If
upon the hearing it shall appear that the article was
offered or exposed for sale, or had in possession with
intent to distribute or sell, or was intended for
distribution or sale in violation of any provision of this
subtitle, it shall be confiscated and disposed of by
destruction or sale as the court may direct, but no such
article shall be sold contrary to any provision of this
subtitle.

The proceeds of any sale, less the legal costs and
charges, shall be paid to the State department which
shall pay the same into the State treasury, or to the local
board for the use of the municipality.

24:4-10. Return of goods; bond. In case the article
seized is not injurious to health and is of such a
character that when properly marked or branded its sale
is not prohibited by this subtitle, the court may order
such article delivered to the owner upon the payment of
the costs of the proceeding and the execution and
delivery to the State department or local board
instituting the proceedings, as obligee, of a good and
sufficient bond to the effect that such article shall not be
sold or otherwise disposed of contrary to the provisions
of this subtitle or the laws of any state, territory, district
of the United States, or of the United States.

24:4-11. Summary destruction of perishable food. The
State department or the local board shall condemn any
food of a perishable nature and cause it to be destroyed
or disposed of in such a manner as to make it impossible
to be thereafter used for human food, whenever found:

a. Exposed or offered for sale, or had in possession
with intent to sell, in violation of any provision of this
subtitle; or

b. In a state of rottenness or putrefaction, or in any
condition which renders it unwholesome or unfit for use
for human food.

24:4-12. Adulterated or misbranded foods, drugs, etc.;
marking; detaining. Whenever an agent of the State
department or of a local board of health finds, or has
probable cause to believe, that any food, drug, device, or
cosmetic is adulterated or so misbranded as to be
dangerous or fraudulent, within the meaning of this
subtitle, he shall affix to such article a tag or other
appropriate marking, giving notice that such article is,

_or is suspected of being, adultered or misbranded and
has been detained or embargoed, and warning all
persons not to remove or dispose of such article by sale
or otherwise until permission for removal or disposal is
given by such agent or the court. It shall be unlawful for
any person to remove or dispose of such detained or
embargoed article by sale or otherwise without such
permission.

Chapter 5. GENERAL ADULTERATION AND
MISBRANDING OF FOODS, DRUGS,
COSMETICS OR DEVICES.

Article 1. IN GENERAL

24:5-1. Sale, distribution or manufacture of
adulterated or misbranded articles. No person shall
distribute or sell, or manufacture for distribution or
sale, or have in his possession with intent to distribute
or sell, any food, drug, cosmetic or device which under
any of the provisions of this subtitle is adulterated or
misbranded.

24:5-2. Certain dealers excepted from operation of
pure food and drug law; guaranty of seller. No dealer
shall be prosecuted for a violation of any provision of
this subtitle regulating the adulteration or misbranding
of any food, drug, cosmetic or device if he distributes or
sells it or has it in his possession with intent to
distribute or sell it in the original, unbroken package in
which it was received by him, and he can establish a
guarantee signed by the person from whom he
purchased the same:

a. If a resident of the State, that the article is not
adulterated or misbranded within the meaning of this
subtitle, designating it; or

b. If a nonresident of the State residing in the United
States, that the article is not adulterated or misbranded
within the meaning of an Act of Congress entitled ‘“An
act to prohibit the movement in interstate commerce of
adulterated and misbranded food, drugs, devices and
cosmetics, and for other purposes,” approved June
twenty-fifth, one thousand nine hundred and thirty-
eight, and the supplements and amendments thereto.

Regulation. (a) A guaranty or undertaking referred to in section
24:5-2 of the act shall be limited to a specific shipment or other

delivery of an article, in which case it may be a part of or attached to
the invoice or bill of sale covering such shipment or delivery.

(b) No representation or suggestion that an article is guaranteed
under the act shall be made in labeling.

(c) The following form of guaranty or undertaking is suggested:
(Name of person giving the guaranty or undertaking) hereby
guarantees that no articlg listed herein is adulterated or misbranded
within the meaning of the Food, Drug, and Cosmetic Laws of New
Jersey; or is an article which may not, under the provisions of section
24:6A of the act, be introduced into commerce.

Signature and post-office address of person giving the guaranty or
undertaking.

24:5-3. Content of guaranty; liability of resident seller.
Such guaranty, to afford protection, shall contain the
name and address of the person making the sale of such
article to the dealer. In case the seller is a resident of this
State, he shall be amenable to the prosecution, fines,
and penalties which would attach to the dealer under
any provision of this subtitle.

24:5-4. Guaranty by nonresident. If the guaranty is
signed by a person who resides outside of the State, the
State department shall report the facts in the case to the
proper officer appointed for the enforcement of the
Federal legislation specified in section 24:5-2 of this
title.



24:5-5. Extent of protection of dealer. No guarantee
that any food, drug, cosmetic or device is not adultered
or misbranded within the meaning of the Federal
legislation specified in section 24:5-2 of this title shall be
effective to exempt any dealer from prosecution under
this subtitle unless the requirements of the Federal
legislation and of this subtitle covering the adulteration
and misbranding of the guaranteed article are identical.

24:5-6. Article for foreign market. No food, drug,
cosmetic or device shall be deemed adulterated or
misbranded within the meaning of this subtitle when
specially prepared for export to any foreign country:

a. If the article shall be prepared and packed
according to the specifications of the foreign purchaser;
and

b. If no substance is used in the preparation or
packing of the article which is prohibited by the laws of
the foreign country to which the article was prepared for
export; and

c. If the article is labeled on the outside of the
shipping package to show that it is intended for export.

If such food, drug, cosmetic or device shall later be
sold or offered for sale within the United States, then all
the provisions of this subtitle with regard to
adulteration and misbranding shall apply thereto.

24:5-7. Sale of patent medicines not authorized.
Nothing contained in this subtitle shall be construed as
authorizing the sale, gift, furnishing or disposition of
any article, substance, admixture or patent or
proprietary remedy, the sale, gift, furnishing or
disposition of which is prohibited, except upon
prescription, by any statute of this State.

Article 2. ADULTERATION
24:5-8. General food adulterations. For the purposes

of this subtitle food shall be deemed adulterated:
a. (1) If it bears or contains any poisonous or

deleterious substance which may render it injurious to"

health; but in case the substance is not an added
substance such food shall not be considered adulterated
under this clause if the quantity of such substance in
such food does not ordinarily render it injurious to
health; or (2) if it bears or contains any added poisonous
or added deleterious substance which is unsafe within
the meaning of regulations promulgated by the
Department of Health limiting the quantity therein or
thereon to such extent as the Department of Health of
the State of New dJersey finds necessary for the
protection of the public health; or (3) if it consists in
whole or in part of any filthy, putrid, or decomposed
substance, or if it is otherwise unfit for food; or (4) if it
has been produced, prepared, packed or held under
insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been
rendered injurious to health; or (5) if it is in whole or in
part the product of an animal which has not been
inspected, and the meat of such animal passed as fit for
food, (a) by an official Federal inspector, or (b) by such
officer or person as shall be qualified for such purpose in

accordance with, and in such manner as shall be
prescribed by regulations adopted by the State
department, if such inspection is required by such
regulations, or if it is in whole or in part the product of
an animal which has died otherwise than by slaughter;
or (6) if its container is composed, in whole or in part, of
any poisonous or deleterious substance which may
render the contents injurious to health.

b. (1) If any valuable constituent has been in whole
or in part omitted or abstracted therefrom; or (2) if any
substance has been substituted wholly or in part
therefor; or (3) if damage or inferiority has been
concealed in any manner; or (4) if any substance has
been added thereto or mixed or packaged therewith so
as to increase its bulk or weight, or reduce its quality or
strength or make it appear better or of greater value
than it is.

c. If it falls below the standard of purity, quality or
strength which it purports or is represented to possess.

d. If it bears or contains a coal-tar color other than
one from a batch that has been certified under the
Federal Act.

24:5-9. Confectionery adulterations. For the purposes
of this subtitle, confectionery shall be deemed
adulterated if it bears or contains any alcohol, or non-
nutritive article or substance except harmless coloring
or if a coal-tar color one from a batch which has been
certified under the Federal Act, harmless flavoring,
harmless resinous glaze not in excess of four-tenths of
one per centum, natural gum and pectin; provided, that
this paragraph shall not apply to any confectionery by
reason of its containing less than one-half of one per
centum by volume of alcohol derived soley from the use
of flavoring extracts, or to any chewing gum by reason of
its containing harmless non-nutritive masticatory
substances.

24:5-10. General drug or device adulterations. For the
purposes of this subtitle a drug or device shall be
deemed adulterated:

a. (1) If it consists in whole or in part of any filthy,
putrid or decomposed substance; or (2) if it has been
prepared, packed, or held under insanitary conditions
whereby it may have been contaminated with filth, or
whereby it may have been rendered injurious to health;
or (3) if it is a drug and its container is composed, in
whole or in part, of any poisonous or deleterious
substance which may render the contents injurious to
health; or (4) if it is a drug and it bears or contains, for
purposes of coloring only, a coal-tar color other than one
from a batch which has been certified under the Federal
Act.

b. If it purports to be or is represented as a drug the
name of which is recognized in an official compendium,
and its strength differs from, or its quality or purity falls
below the standard set forth in such compendium. Such
determination as to strength, quality, or purity shall be
made in accordance with tests or methods of assay set
forth in such compendium or in the absence of or
inadequacy of such tests or methods of assay, those
prescribed by the agency enforcing the Federal Act.
Whenever a drug is recognized in both the United States



Pharmacopoeia and the Homeopathic Pharmacopoeia
of the United States it shall be subject to the
requirements of the United States Pharmacopoeia
unless it is labeled and offered for sale as a homeopathic
drug, in which case it shall be subject to the provisions
of the Homeopathic Pharmacopoeia of the United
States and not to those of the United States
Pharmacopoeia.

Regulation. (a) The name by which a drug is designated shall be
clearly distinguishing and differentiating from any name recognized in
an official compendium unless such drug complies in identity with the

identity prescribed in an official compendium under such recognized
name.

(b) The term ‘“‘drug defined in an official compendium” means a
drug having the identity prescribed for a drug in an official
compendium.

(c) A statement that a drug defined in an official compendium
differs in strength, quality, or purity from the standard of strength,
quality, or purity set forth for such drug in an official compendium
shall show all the respects in which such drug so differs, and the extent
of each such difference.

c. If it is not subject to the provisions of paragraph
(b) of this section and its strength differs from, or its
purity or quality falls below that which it purports or is
represented to possess.

d. If it is a drug and any substance has been (1)
mixed or packed therewith so as to reduce its strength,
quality, or purity; or (2) substituted wholly or in part
therefor.

e. If it is dangerous to health when used in the
dosage, or with the frequency or duration prescribed,
recommended, or suggested in the labeling thereof.

24:5-11. Exceptions to drug adulterations. No drug
defined in an official compendium shall be deemed to be
adulterated under section 24:5-10 because it differs from
the standard of strength, quality, or purity therefor set
forth in such compendium, if its difference in strength,
quality, or purity from such standard is plainly stated
on its label.

24:5-11.1. General cosmetic adulterations. For the
purpose of this subtitle a cosmetic shall be deemed to be
adulterated:

a. If it bears or contains any poisonous or deleterious
substance which may render it injurious to users under
the conditions of use prescribed in the labeling thereof,
or under such conditions of use as are customary or
usual; provided, that this provision shall not apply to
coal-tar hair dye, the label of which bears the following
legend conspicuously displayed thereon: “Caution —
This product contains ingredients which may cause skin
irritation on certain individuals and a preliminary test
according to accompanying directions should first be
made. This product must not be used for dyeing the
eyelashes or eyebrows; to do so may cause blindness,”
and the labeling of which bears adequate directions for
such preliminary testing. For the purpose of this
paragraph and paragraph e the term ‘“hair dye” shall
not include eyelash dyes or eyebrow dyes.

Regulation. 1. The term ‘“‘coal-tar hair dye” includes all articles
containing any coal-tar color or intermediate which color or
intermediate alters the color of the hair when such articles are applied
to the hair under the conditions of use prescribed in the labeling
thereof, or under such conditions of use as are customary or usual.

b. If it consists in whole or in part of any filthy,
putrid, or decomposed substance.

c. If it has been produced, prepared, packed, or held
under insanitary conditions whereby it may have
become contaminated with filth, or whereby it may
have been rendered injurious to health.

d. If its container is composed, in whole or in part, of
any poisonous or deleterious substance which may
render the contents injurious to health.

e. Ifit is not a hair dye and it bears or contains a coal-
tar color other than one from a batch that has been
certified under the Federal Act.

24:5-12. Repealed. Laws of 1966, Chapter 74.

24:5-13. Use of wood or methyl alcohol prohibited;
penalty. No person shall sell or offer to expose for sale, or
have in his possession with intent to distribute or sell,
any food, drug, cosmetic, preparation or mixture of any
kind, intended for internal use, which contains methyl
or wood alcohol; nor shall any person sell, or offer or
expose for sale, or have in his possession with intent to
distribute or sell, or use upon or apply to the body of
another, any drug, hair tonic, bay rum or similar
preparation, intended for external use, which contains
methyl or wood alcohol.

Any person who shall violate any of the provisions of
this section shall be liable to a penalty of one hundred
dollars for the first offense, two hundred dollars for the
second offense, and three hundred dollars for the third
and each subsequent offense.

24:5-14. Meat and meat products. No person shall
distribute or sell or have in his possession with intent to
distribute or sell any meat or meat product to which any
sodium sulphite, sodium bisulphite, or any drug,
chemical, chemical compound or preservative, from
which sulphur dioxide can be liberated, has been added
thereto or mixed therewith.

24:5-15. Repealed. Laws of 1966, Chapter 74.

Article 3. MISBRANDING.

24:5-16. ‘‘Misbranded’’ defined. The term
“misbranded’ as used in this subtitle shall apply to all
drugs, articles of food, cosmetics and devices and to
articles which enter into the composition of foods, drugs,
cosmetics or devices, the package or label of which shall
bear any statement or design regarding such article or
the ingredients or substances contained therein, which
shall be false or misleading in any particular, and to any
food or drug product, or cosmetic, or device which is
falsely branded as to the state, territory or country in
which it is manufactured or produced.

24:5-17. Food misbrandings. For the purposes of this
subtitle a food shall also be deemed to be misbranded:

a. If its labeling is false or misleading in any
particular.

Regulation. (a) Among representations in the labeling of a food
which render such food misbranded is a false or misleading
representation with respect to another food or a drug, device, or
cosmetic.



(b) The labeling of a food which contains two or more ingredients
may be misleading by reason (among other reasons) of the designation
of such food in such labeling by a name which includes or suggests the
name of one or more but not all such ingredients even though the
names of such ingredients are stated elsewhere in the labeling.

b. If it is offered for sale or distributed under the
name of another food.

c. If it is an imitation of another food, unless its label
bears, in type of uniform size and prominence, the word
“imitation” and, immediately thereafter, the name of
the food imitated.

d. Ifits container is so made, formed, or filled as to be
misleading.

e. If in package form, unless it bears a label or tag
containing the name and place of business of the
manufacturer, packer, or distributor.

Regulation. (a) If a food is not manufactured by the person whose
name appears on the label, the name shall be qualified by a phrase
which reveals the connection such person has with such food, such as
“Manufactured for and Packed by ..................... ... e
“Distributed by ................... )’ or other similar phrase
which expresses the facts.

(b) The statement of the place of business shall include the street
address, if any, of such place, unless such street address is shown in a
current city directory or telephone directory.

(c) Where a person manufactures, packs, or distributes a food at a
place other than his principal place of business, the label may state
the principal place of business in lieu of the actual place where each
package of such food was manufactured or packed or is to be
distributed, if such statement is not misleading in any particular.

(d) The requirement that the label shall contain the name and
place of business of the manufacturer, packer, or distributor shall not
be considered to relieve any food from the requirement that its label
shall not be misleading in any particular.

f. If any word, statement, or other information
required by or under authority of this act to appear on
the label or labeling is not prominently placed thereon
with such conspicuousness (as compared with other
words, statements, or designs, in the labeling) and in
such terms as tc render it likely to be read and
understood by the ordinary individual under customary
conditions of purchase and use.

Regulation. (a) A word, statement, or other information required
by or under authority of the act to appear on the label may lack that
prominence and conspicuousness required by reason (among other
reasons) of —

(1) the failure of such word, statement, or information to appear on
the part or panel of the label which is presented or displayed under
customary conditions of purchase;

(2) the failure of such word, statement, or information to appear on
two or more parts or panels of the label, each of which has sufficient
space therefor and each of which is so designed as to render it likely to
be, under customary conditions of purchase, the part or panel
displayed;

(3) the failure of the label to extend over the area of the container or
package available for such extension, so as to provide sufficient label
space for the prominent placing of such word, statement, or
information;

(4) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label space
for any word, statement, or design which is not required by or under
authority of the Act to appear on the label;

(5) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label space
to give materially greater conspicuousness to any other word,
statement, or information, or to any design; or

(6) smallness or style of type in which such word, statement, or
information appears, insufficient background contrast, obscuring
designs or vignettes, or crowding with other written, printed, or
graphic matter.

(b) No exemption depending on insufficiency of label space shall
apply if such insufficiency is caused by —

(1) the use of label space for any word, statement, design, or device
which is not required by or under authority of the Act to appear on the
label;

(2) the use of label space to give greater conspicuousness to any
word, statement, or other information than is required by the Act.

(3) the use of label space for any representation in a foreign
language.

(c) (1) All words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear thereon in the English language.

(2) If the label contains any representation in a foreign language, all
words, statements, and other information required by or under
authority of the Act to appear on the label shall appear thereon in the
foreign language.

(3) If the labeling contains any representation in a foreign
language, all words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear on the labeling in the foreign language.

g. If it purports to be or is represented as a food for
which a definition and standard of identity is
established in this subtitle or has been adopted by the
Department of Health pursuant to section 24:6-1 unless
(1) it conforms to such definition and standard, and (2)
its label bears the name of the food specified in the
definition and standard and, insofar as may be
required by such definition and standard, the common
names of optional ingredients (other than spices,
flavoring and coloring) present in such food.

h. If it purports to be or is represented as a food for
which a standard of quality has been prescribed by the
Department of Health, pursuant to section 24:6-1, and
its quality falls below such standard, unless such label
bears, in such manner and form as specified by the
Department of Health a statement that it falls below
such standard.

i. If it is not subject to the provisions of paragraph g
of this section, unless its label bears (1) the common or
usual name of the food, if any there be, and (2) in case it
is fabricated from two or more ingredients, the common
or usual name of each such ingredient; except that
spices, flavorings, and colorings, other than those sold as
such, may be designated as spices, flavorings, and
colorings, without naming each; provided, that to the
extent that compliance with the requirements of clause
(2) of this paragraph is impractical, or results in
deception, exemptions shall be established by
regulations promulgated by the Department of Health;
provided, further, that the requirements of clause (2) of
this paragraph shall not apply to any carbonated non-
alcoholic drink the ingredients of which have been fully
and correctly disclosed, to the extent prescribed by said
clause (2) to the Department of Health in an affidavit.

Regulation. (a) The name of an ingredient (except a spice,
flavoring, or coloring which is an ingredient of a food other than one
sold as a spice, flavoring, or coloring), required to be borne on the label
of a food, shall be a specific name and not a collective name. But if an
ingredient (which itself contains two or more ingredients) conforms to
a definition and standard of identity prescribed by the Department of
Health of the State of New Jersey, such ingredient may be designated
on the label of such food by the name specified in the definition and
standard, supplemented, in case such regulations require the naming
of optional ingredients present in such ingredient, by a statement
showing the optional ingredients which are present in such ingredient.

(b) No ingredient shall be designated on the label as a spice,
flavoring, or coloring unless it is a spice, flavoring, or coloring, as the
case may be, within the meaning of such term as commonly



understood by consumers. The term “coloring” shall not include any
bleaching substance.

(c) An ingredient which is both a spice and a coloring, or both a
flavoring and a coloring, shall be designated as spice and coloring, or
flavoring and coloring, as the case may be, unless such ingredient is
designated by its specific name.

(d) A label may be misleading by reason (among other reasons) of —

(1) the order in which the names of ingredients appear thereon, or
the relative prominence otherwise given such names; or

(2) its failure to reveal the proportion of, or other fact with respect
to, an ingredient, when such proportion or other fact is material in the
light of the representation that such ingredient was used in fabricating
the food.

j. If it purports to be or is represented for special
dietary uses, unless its label bears such information
concerning its vitamin, mineral, and other dietary
properties as the Department of Health determines to
be, and by regulations prescribes as necessary in order
fully to inform purchasers as toits value for such uses.

k. If it bears or contains any artificial flavoring,
artificial coloring, or chemical preservative, unless it
bears labeling stating that fact; provided, that to the
extent that compliance with the requirements of this
paragraph is impracticable, exemption shall be
established by regulations promulgated by the
Department of Health. The provisions of this paragraph
and paragraphs g and i with respect to artificial coloring
shall not apply in the case of butter, cheese or ice cream.

Regulation. (a) (1) The term “artificial flavoring” means a
flavoring containing any sapid or aromatic constituent, which
constituent was manufactured by a process of synthesis or other
similar artifice.

(2) The term “artificial coloring” means a coloring containing any
dye or pigment, which dye or pigment was manufactured by a process
of synthesis or other similar artifice, or a coloring which was

~manufactured by extracting a natural dye or natural pigment from a
plant or other material in which such dye or pigment was naturally
produced.

(3) The term ‘“chemical preservative’ means any chemical which,
when added to food, tends to prevent or retard deterioration thereof;
but does not include common salt, sugars, vinegars, spices or oils
extracted from spices, or substances added to food by direct exposure
thereof to wood smoke.

- (b) A food which is subject to the requirements of section 24:5-17 k
of the Act shall bear labeling, even though such food is not in package
form.

(¢) A statement of artificial flavoring, artificial coloring, or
chemical preservative shall be placed on the food, or on its container
or wrapper, or on any two or all of these, as may be necessary to render
such statement likely to be read by the ordinary individual under
customary conditions of purchase and use of such food.

24:5-18. Drug or device misbrandings. For the
purposes of this subtitle a drug or device shall also be
deemed to be misbranded:

a. If its labeling is false or misleading in any
particular.

Regulation. (a) Among representations in the labeling of a drug or
device which render such drug or device misbranded is a false or
misleading representation with respect to another drug or device or a
food or cosmetic.

(b) The labeling of a drug which contains two or more ingredients
may be misleading by reason (among other reasons) of the designation
of such drug in such labeling by a name which includes or suggests the
name of one or more but not all such ingredients, even though the
names of all such ingredients are stated elsewhere in the labeling.

b. If in package form unless it bears a label
containing the name and place of business of the
manufacturer, packer, or distributor.

Regulation. (a) If a drug or device is not manufactured by the
person whose name appears on the label, the name shall be qualified
by a phrase which reveals the connection such person has with such
drug or device, such as ‘“Manufactured for and Packed by
.................... )7 “Distributed by ... ...
or other similar phrase which expresses the facts.

(b) The statement of the place of business shall include the street
address, if any, of such place, unless such street address is shown in a
current city directory or telephone directory:

(c) Where a person manufactures, packs, or distributes a drug or
device at a place other than his principal place of business, the label
may state the principal place of business in lieu of the actual place
where each package of such drug or device was manufactured or
packed or is to be distributed, if such statement is not misleading in
any particular.

(d) The requirement that the label shall contain the name and
place of business of the manufacturer, packer, or distributor shall not
be considered to relieve any drug or device from the requirement that
its label shall not be misleading in any particular.

c. If any word, statement or other information
required by or under authority of this subtitle to appear
on the label or labeling is not prominently placed
thereon with such conspicuousness (as compared with
other words, statements or designs in the labeling) and
in such terms as to render it likely to be read and
understood by the ordinary individual under customary
conditions of purchase and use.

Regulation. (a) A word, statement, or other information required
by or under authority of the Act to appear on the label may lack that
prominence and conspicuousness required by section 24:5-18 ¢ of the
Act by reason (among other reasons)of —

(1) the failure of such word, statement, or information to appear on
the part or panel of the label which is presented or displaved under
customary conditions of purchase;

(2) the failure of such word, statement, or information to appear on
two or more parts or panels of the label, each of which has sufficient
space therefor, and each of which is so designed as to render it likely
to be, under customary conditions of purchase, the part or panel
displayed;

(3) the failure of the label to extend over the area of the container or
package available for such extension. so as to provide sufficient label
space for the prominent placing of such word, statement. or
information;

(4) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label space
for any word, statement, or design which is not required by or under
authority of the Act to appear on the label:

(5) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label space
to give materially greater conspicuousness to anyv other word.
statement, or information, or to anv design: or

(6) smallness or style of tvpe in which such word, statement. or
information appears, insufficient background contrast. obscuring
designs or vignettes, or crowding with other written. printed. or
graphic matter.

(b) No exemption depending on insufficiency ot label space. as
prescribed in regulations promulgated under section 24:5-18 e of the
Act, shall apply if such insufficiency is caused by -

(1) the use of label space for any word. statement, design. or device

which is not required by or under authority of the Act to appear on the
label;

(2) the use of label space to give greater conspicuousness to any
word, statement, or other information than is required by section 24:5-
18 c of the Act; or

(3) the use of label space for anyv representation in a foreign
language.

(c) (1) All words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear thereon in the English language.

(2) If the label contains any representation in a toreign language. all
words, statements, and other information required by or under



authority of the Act to appear on the label shall appear thereon in the
foreign language.

(3) If the labeling contains any representation in a foreign
language, all words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear on the labeling in the foreign language.

d. If it is for use by man and contains any quantity of
the narcotic or hypnotic substance alpha-eucaine,
barbituric acid, betaeucanine, bromal, cannabis,
carbromal, chloral, coca, cocaine, codeine, heroin,
marihuana, morphine, opium, paraldehyde, peyote, or
sulphonmethane; or any chemical derivative of such
substance, which derivative has been by the
Department of Health of the State of New Jersey after
investigation found to be, and by regulations under this
subtitle designated as, habit forming; unless its label
bears the name and quantity or proportion of such
substance, or derivative and in juxtaposition therewith,
the statement “Warning — May be habit forming.”

Regulation. (a) (1) The name of a substance or derivative
required by or under authority of section 24:5-18 (d) of the Act to be
borne on the label of a drug shall be the name by which such substance
is designated in section 24:5-18 (d), or such derivative is designated in
regulations promulgated thereunder.

(2) A statement on the label of a drug of the name of a constituent,
which constituent is a chemical derivative of a substance named in
section 24:5-18 (d) of the Act, shall show the substance from which
such constituent is derived and that such constituent is a derivative
thereof.

(b) (1) If the drug is in tablet, capsule, ampul or other unit form,
the statement of the quantity or proportion of such substance or
derivative contained therein shall express the weight or measure of
such substance or derivative in each such unit. If the drug is not in
such unit form, the statement shall express the weight or measure of
such substance or derivative in a specified unit of weight or measure of
the drug. Such statement shall be in terms which are informative to
the ordinary consumer and user of the drug.

(2) The statement of the percentage of such substance or derivative
contained in a drug shall express the percentage by weight; except
that, if both the substance or derivative and the drug are liquid, the
statement may express the percentage by volume at 68° Fahrenheit
(20° Centigrade), but in such case the statement shall be so qualified
as to show definitely that the percentage is expressed by volume.

(c) The names, and quantities or proportions of all such substances
and derivatives, and the statement “Warning—May be habit
forming,” shall immediately follow (without intervening written,
printed, or graphic matter) the name by which such drug is titled in
the part or panel of the label thereof which is presented or displayed
under customary conditions of purchase.

(d) A drug shall not be considered to be misbranded under section
24:5-18 (d) of the Act by reason of failure of its label to bear the
statement “Warning—May be habit forming,” if such drug is not
suitable for internal use and is distributed and sold exclusively for
such external use as involves no possibility of habit formation.

e. If it is a drug and is not designated solely by a
name recognized in an official compendium, unless its
label bears (1) the common or usual name of the drug, if
such there be; and (2) in case it is fabricated from two or
more ingredients, the common or usual name of each
active ingredient, including the kind and quantity or
proportion of any alcohol, and also including, whether
active or not, the name and quantity or proportion of
any bromides, ether, chloroform, acetanilid,
acetophenetidin, amidopyrine, antipyrine, atropine,
hyoscine, hyoscyamine, arsenic, digitalis, digitalis
glucosides, mercury, ouabain, strophanthin, strychnine,
thyroid, or any derivative or preparation of any such
substances, contained therein; provided, that to the
extent that compliance with the requirements of clause

(2) of this paragraph is impracticable, exemptions may
be established by regulations promulgated by the State
department.

Regulation. (a) (1) The name of an ingredient, substance,
derivative, or preparation required by section 24:5-18 e (2) of the Act
to be borne on the label of a drug shall be the name thereof which is
listed in such section 24:5-18 e (2) of the Act, or, if not so listed, shall
be a specific name and not a collective name. But if an ingredient is an
article the name of which is recognized in an official compendium and
such article complies with the specifications set forth therefor in such
compendium, such ingredient may be designated on the label of such
drug by the common or usual name under which such specifications
are set forth.

(2) Where an ingredient contains a substance the quantity or
proportion of which is required by section 24:5-18 e (2) of the Act to
appear on the label, and such ingredient is not a derivative or
preparation of such substance as defined in paragraph (b) (1) of this
regulation, the label shall bear, in conjunction with the name of the
ingredient, a statement of the quantity or proportion of such
substance in such drug.

(3) An abbreviation or chemical formula shall not be considered to
be a common or usual name. The name “acetophenetidin’ shall be
considered to be the same as the name ‘‘acetophenetidin,”
“aminopyrine” the same as ‘“amidopyrine.” The name “alcohol,”
without qualification, means ethyl alcohol.

(b) (1) A derivative or preparation of a substance named in section
24:5-18 e (2) of the Act is an article which is derived or prepared from
such substance by any method, including actual or theoretical
chemical action.

(2) A statement on the label of a drug of the name of an ingredient
thereof, which ingredient is a derivative or preparation of a substance
named in section 24:5-18 e (2) of the Act, shall show the substance
from which such ingredient is derived or prepared and that such
ingredient is a derivative or preparation thereof.

(¢) (1) If the drug is in tablet, capsule, ampul, or other unit form,
the statement of the quantity or proportion of a substance, derivative,
or preparation contained therein shall express the weight or measure
of such substance, derivative or preparation in each such unit. If the
drug is not in such unit form the statement shall express the weight or
measure of such substance , derivative, or preparation in a specified
unit of weight or measure of the drug, or the percentage of such
substance, derivative, or preparation in such drug. Such statement
shall be in terms which are informative to the ordinary consumer and
user of the drug.

(2) A statement of the percentage of alcohol shall express the
percentage of absolute alcohol at 60° Fahrenheit (15.56° Centigrade).
A statement of the percentage of a substance, derivative, or
preparation other than alcohol shall express the percentage by weight;
except that, if both the substances, derivative, or preparation and the
drug containing it are liquid, the statement may express the
percentage by volume at 68° Fahrenheit (20° Centigrade), but in such
case the statement shall be so qualified as to show definitely that the
percentage is by expressed volume.

(d) In case a statement of the quantity or proportion of a derivative
or preparation in a drug is not as informative, to consumers or users cf
such drug, of the activity or consequences of use thereof as a statement
of the quantity or proportion of the substance from which such
derivative or preparation is derived or prepared, the quantity or
proportion of such substance shall also be stated on the label of such
drug.

(e) A label of a drug may be misleading by reason (among other
reasons) of:

(1) the order in which the names of ingredients, substances,
derivatives, or preparations appear thereon, or the relative
prominence otherwise given such names; or

(2) its failure to reveal the proportion of, or other fact with respect
to, an ingredient, substance, derivative, or preparation, when such
proportion or other fact is material in the light of the representation
that such ingredient, substance, derivative, or preparation is a
constituent of such drug.

(f) A drug shall be exempt from the requirements of clause (2) of
section 24:5-18 e of the Act with respect to the alkaloids atropine,
hyoscine or hyoscyamine contained in such drug, if such alkaloid is
contained therein as a constituent of belladonna, hyoscyamus,



acopola, stramonium, or other plant material, or any preparation
thereof, which was used as an ingredient of such drug, and no practical
and accurate method of anaylsis exists for the quantitative
determination of each such alkaloid in such ingredient. But such
exemption shall be on the condition that the label of such drug shall
state the quantity or proportion of total alkaloids contained therein as
constituents of such ingredient.

f. Unless its labeling bears (1) adequate directions for
use; and (2) such adequate warnings against use in those
pathological conditions or by children where its use may
be dangerous to health, or against unsafe dosage or
methods or duration of administration or application, in
such manner and form, as are necessary for the
protection of users; provided, that where any
requirements of clause (1) of this paragraph, as applied
to any drug or device, is not necessary for the protection
of the public health, the Department of Health of the
State of New Jersey may promulgate regulations
exempting such drug or device from such requirement.

Regulation. (a) Directions for use may be inadequate by reason
(among other reasons) of omission, in whole or in part, or incorrect
specifications of —

(1) directions for use in all conditions for which such drug or device
is prescribed, recommended, or suggested in its labeling, or in its
advertising disseminated or sponsored by or on behalf of its
manufacturer or packer, or in such other conditions, if any there be,
for which such drug or device is commonly and effectively used;

(2) quantity of dose (including quantities for persons of different
ages and different physical conditions);

(3) frequency of administration or application;
(4) duration of administration or application;

(5) time of administration or application (in relation to time of
meals; time of onset of symptoms, or other time factor);

(6) route or method of administration or application; or

(7) preparation for use (shaking, dilution, adjustment of
temperature, or other manipulation or process).

(b) A shipment or other delivery of a drug or device shall be exempt
from compliance with the requirements of clause (1) of section 24:5-18
f of the Act—

(1) with respect to directions for common uses, adequate directions
for which are known by the ordinary individual;

(2) if the label of such drug or device bears the statement “Caution:
To be used only by or on the prescription of a
(the blank to be filled in by the “Physician,” “Dentist” or
“Veterinarian,” or any combination of such words), and all
representations or suggestions contained in the labeling thereof with
respect to the conditions for which such drug or device is to be used
appear only in such medical terms as are not likely to be understood
by the ordinary individual, and if such shipment or delivery is made
for use exclusively by, or on the prescription of, physicians, dentists or
veterinarians licensed by law to administer or apply such drug or
device; but such exemption shall expire when such shipment or
delivery, or any part thereof, is offered or sold or otherwise disposed of
for any use other than by or on the prescription of such a physician,
dentist, or veterinarian, except such use as renders the article not a
drug or device within the meaning of section 24:1-1 e and g of the Act;
or

(3) if the label of such drug or device bears the statement “For
manufacturing use only” and the labeling thereof contains no
representation or suggestion with respect to the effect of such drug or
device, and of such shipment or delivery is made for use exclusively in
the manufacture of another drug or device; but such exemption shall
expire when such shipment or delivery, or any part thereof, is offered
or sold or otherwise disposed of for any use other than in such
manufacture, except such use as renders the article not a drug or
device within the meaning of section 24:1-1 e and g of the Act.

(c) The expiration of an exemption under paragraph (b) of this
regulation shall not be considered to render invalid the exemption
existing up to the time of expiration. The causing by any person of
such exemption so to expire shall be considered to be an act of
misbranding for which such person shall be liable.

g. If it purports to be a drug the name of which is
recognized in an official compendium, unless it is
packaged and labeled as prescribed therein; provided,
that the method of packing may be modified with the
consent of the State department. Whenever a drug is
recognized in both the United States Pharmacopoeia
and the Homeopathic Pharmacopoeia of the United
States it shall be subject to the requirements of the
United States Pharmacopoeia unless it is labeled and
offered for sale as a homeopathic drug, in which case it
shall be subject to the provisions of the Homeopathic
Pharmacopoeia of the United States and not to those of
the United States Pharmacopoeia.

h. If it has been found by the Department of Health
of the State of New Jersey to be a drug liable to
deterioration, unless it is packaged in such form and
manner, and its label bears a statement of such
precautions, as the Department of Health of the State of
New Jersey may by regulations require as necessary for
the protection of the public health. No such regulation
shall be established for any drug recognized in an
official compendium until the State department shall
have informed the appropriate body charged with the
revision of such compendium of the need for such
packaging or labeling requirements and such body shall
have failed within a reasonable time to prescribe such
requirements.

1. (1) If it is a drug and its container is so -made,
formed or filled as to be misleading; or (2) if it is an
imitation of another drug; or (3) if it is offered for sale
under the name of another drug.

j. If it is dangerous to health when used in the dosage,
or with the frequency or duration prescribed,
recommended, or suggested in the labeling thereof.

k. If it is a depressant or stimulant drug as defined
pursuant to law and not in the possession or control of a
person specified by law as entitled to possession or
control of such depressant or stimulant drug. Any
depressant or stimulant drug misbranded under the
preceding sentence shall be deemed dangerous or
fraudulent for purposes of marking and detaining under
the provisions of section 24:4-12 of this title.

24:5-18.1. Cosmetic misbrandings. For the purposes
of this subtitle a cosmetic shall also be deemed to be
misbranded:

a. If its labeling is false or misleading in any
particular.

Regulation. (a) Among representations in the labeling of a
cosmetic which render such cosmetic misbranded is a false or
misleading representation with respect to another cosmetic or a food,
drug, or device.

(b) The labeling of a cosmetic which contains two or more
ingredients may be misleading by reason (among other reasons) of the
designation of such cosmetic in such labeling by a name which
includes or suggests the name of one or more but not all such
ingredients, even though the names of all such ingredients are stated
elsewhere in the labeling.

b. If in package form wunless it bears a label
containing the name and place of business of the
manufacturer, packer, or distributor.

Regulation. (a) If a cosmetic is not manufactured by the person
whose name appears on the label, the name shall be qualified by a
phrase which reveals the connection such person has with such



cosmetic, such as ‘““Manufactured for and Packed by
.................... ) “Distributed by ... ... ... 07
or other similar phrase which expresses the facts.

(b) The statement of the place of business shall include the street
address, if any, of such place, unless such street address is shown in a
current city directory or telephone directory.

(c) Where a person manufactures, packs, or distributes a cosmetic
at a place other than his principal place of business, the label may
state the principal place of business in lieu of the actual place where
each package of such cosmetic was manufactured or packed or is to be
distributed, if such statement is not misleading in any particular.

(d) The requirement that the label shall contain the name and
place of business of the manufacturer, packer, or distributor shall not
be considered to relieve any cosmetic from the requirement that its
label shall not be misleading in any particular.

c. If any word, statement, or other information
required by or under authority of this subtitle to appear
on the label or labeling is not prominently placed
thereon with such conspicuousness (as compared with
other words, statements or designs in the labeling) and
in such terms as to render it likely to be read and
understood by the ordinary individual under customary
conditions of purchase and use.

Regulation. (a) A word, statement, or other information required
by or under authority of the Act to appear on the label may lack that
prominence and conspicuousness required by section 24:5-18.1 ¢ of the
Act by reason (among other reasons) of —

(1) the failure of such word, statement, or information to appear on
the part or panel of the label which is presented or displayed under
customary conditions of purchase;

(2) the failure of such word, statement, or information to appear on
two or more parts or panels of the label, each of which has sufficient
space therefor, and each of which is so designed as to render it likely
to be, under customary conditions of purchase, the part or panel
displayed;

(3) the failure of the label to extend over the area of the container or
package available for such extension, so as to provide sufficient label
space for the prominent placing of such word, statement, or
information;

(4) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label
space for any word, statement, design, or device which is not required
by or under authority of the Act to appear on the label;

(5) insufficiency of label space (for the prominent placing of such
word, statement, or information) resulting from the use of label space
to give materially greater conspicuousness to any other word,
statement, or information, or to any design or device; or

(6) smallness or style of type in which such word, statement, or
information appears, insufficient background contrast, obscuring
designs or vignettes, crowding with other written, printed or graphic
matter.

(b) (1) All words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear thereon in the English language.

(2) If the label contains any representation in a foreign language, all
words, statements and other information required by or under
authority of the Act to appear on the label shall appear thereon in the
foreign language.

(3) If the labeling contains any representation in a foreign
language, all words, statements, and other information required by or
under authority of the Act to appear on the label or labeling shall
appear on the labeling in the foreign language.

d. If its container is so made, formed, or filled as to be
misleading.

24:5-18.2. Exemptions from labeling and packaging
requirements. Foods, drugs, devices, and cosmetics
which are, in accordance with the practice of the trade,
to be processed, labeled, or repacked in substantial
quantities at establishments other than those where
originally processed or packed shall be exempted from

11-

the labeling and packaging requirements of this subtitle
on such conditions as the State department by
regulations shall specify; provided, that such food,
drugs, devices and cosmetics are not adulterated or
misbranded under the provisions of this subtitle upon
removal from such processing, labeling or repacking
establishment.

Regulation. (a) Except as provided by paragraphs (b) and (c) of
this regulation, a shipment or other delivery of a food, drug, cosmetic,
or device which is, in accordance with the practice of the trade, to be
processed, labeled, or repacked in substantial quantity at an
establishment other than that where originally processed or packed,
shall be exempt, during the time of introduction into and movement
inintrastate commerce and the time of holding in such establishment,
from compliance with the labeling and packaging requirements of
section 24:5-17 ¢, e, g, h, 1, j and k and of section 24:5-10 b and of
section 24:5-18 b, d, e, f and g and of section 24:5-11.1 a and of section
24:5-18.1 b of the Act if —

(1) The person who introduced such shipment or delivery into
intrastate commerce is the operator of the establishment where such
food, drug, cosmetic or device is to be processed, labeled, or repacked;
or

(2) in case such person is not such operator, such shipment or
delivery is made to such establishment under a written agreement,
signed by and containing the post-office addresses of such person and
such operator, and containing such specifications for the processing,
labeling, or repacking, as the case may be of such food, drug, cosmetic
or device in such establishment as will insure, if such specifications
are followed, that such food, drug, cosmetic or device will not be
adulterated or misbranded within the meaning of the Act upon
completion of such processing, labeling, or repacking. Such person
and such operator shall keep a copy of such agreement until all such
shipment or delivery has been removed from such establishment, and
shall make such copies available for inspection at any reasonable hour
to any officer or employee of the department who requests them.

(b) An exemption of a shipment or other delivery of a food, drug,
cosmetic or device under clause (1) of paragraph (a) of this regulation
shall, at the beginning of the act of removing such shipment or

" delivery, or any part thereof, from such establishment, become void

ab initio if the food, drug, cosmetic or device comprising such
shipment, delivery, or part is adulterated or misbranded within the
meaning of the Act when so removed.

(c) An exemption of a shipment or other delivery of a food, drug,
cosmetic or device under clause (2) of paragraph (a) of this regulation
shall become void ab initio with respect to the person who introduced
such shipment or delivery into intrastate commerce upon refusal by
such person to make available for inspection a copy of the agreement,
as required by such clause.

(d) An exemption of a shipment or other delivery of a food, drug,
cosmetic or device under clause (2) of paragraph (2) of this regulation
shall expire —

(1) at the beginning of the act of removing such shipment or
delivery, or any part thereof, from such establishment if the food,
drug, cosmetic or device comprising such shipment, delivery, or
part is adulterated or misbranded within the meaning of the Act when
soremoved; or

(2) upon refusal by the operator of the establishment where such
food, drug, cosmetic or device is to be processed, labeled, or repacked,
to make available for inspection a copy of the agreement, as required
by such clause.

24:5-19. Drugs dispensed by physicians, etc., or on
written prescription. Nothing contained in this subtitle,
except the provisions of section 24:5-10, shall be
construed to apply to (1) any drug personally dispensed
by any legally licensed physician, dentist or
veterinarian in the course of his practice, or (2) any drug
dispensed on a written prescription signed by a
physician, dentist, or veterinarian (except a drug
dispensed in the course of the conduct of a business
dispensing drugs pursuant to diagnosis by mail), if (a)
such physician, dentist or veterinarian is licensed by law



to administer such drug, and (b) such drug bears a label
containing the name and place of business of the
dispenser, the serial number and date of such
prescription, and the name of such physician, dentist or
veterinarian.

24:5-20. Repealed. Laws of 1966, Chapter 74,

24:5-21. Repealed. Laws of 1968, Chapter 105.

Chapter 6. STANDARDS OF PURITY, QUALITY
AND STRENGTH.

24:6-1. Establishment of standards. If the definition or
standard of identity, purity, quality, or strength of a
particular food, drug, cosmetic or device has not been
fixed by any law of this State, but such definition or
standard has been or may hereafter be established
under the Federal Act, the State Department of Health
may adopt the defintion or standard so established and
published.

If such definition or standard shall be changed at any
time by the agency administering the Federal Act, after
the adoption of the definition or standard, it shall not
continue in effect in this State after such change has
become operative.

24:6-2. Publication; time of taking effect. Such
defintion or standard shall be filed with the Secretary.of
State by the State Commissioner of Health,”” and shall
be published at the end of the first volume of the session
laws of the legislature published after the filing of the
definition or standard and shall take effect when so
published.

24:6-3. Sale or manufacture of nonstandard articles
prohibited. No person shall distribute or sell, or offer or
expose for sale, or have in his possession with intent to
sell, or manufacture for distribution or sale, any food,
drug, cosmetic or device which differs in purity, quality
or strength from the standards adopted and published
in accordance with section 24:6-1 and 24:6-2 of this title.

24:6-4. Repealed. Laws of 1966, Chapter 74.

24:6-5. Repealed. Laws of 1966, Chapter 74.

24:6-6. Repealed. Laws of 1966, Chapter 74.

24:6-7. Repealed. Laws of 1966, Chapter 74.

24:6-8. Repealed. Laws of 1968, Chapter 105.
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Chapter 6A. NEW DRUGS.

24:6A-1. New drugs; introduction into intrastate
commerce; application; effective date of application;
refusal of application; application of chapter.

a. No person shall introduce or deliver for
introduction into intrastate commerce in the State of
New Jersey any new drug unless (1) an application with
respect thereto has become effective under the Federal
Act, or (2) an application filed pursuant to subsection b
is effective with respect to such drug.

b. Any person may file with the Department of
Health of the State of New Jersey an application with
respect to any new drug subject to the provisions of
subsection a. Such person shall submit to the
Department of Health of the State of New Jersey as a
part of the application (1) full reports of investigations
which have been made to show whether or not such drug
is safe for use; (2) a full list of articles used as
components of such drug; (3) a full statement of the
composition of such drug; (4) a full description of the
methods used in, and facilities and controls used for, the
manufacture, processing and packing of such drug; (5)
such samples of such drug and of the articles used as
components thereof as the Department of Health of the
State of New Jersey may require; and (6) specimens of
the labeling proposed to be used for such drug.

Regulation. An application which is on its face incomplete in that
it does not contain all the matter required by clauses (1), (2), (3), (4),
and (6) of section 24:6-A (b) of the Act shall not be accepted for filing;
the Department of Health of the State of New Jersey shall notify the
applicant of such non-acceptance and shall specify the clauses in
respect of which such application is on its face incomplete. Otherwise
the date on which an application is received by the department shall
be considered to be the date on which such application is filed, and the
Department of Health of the State of New Jersey shall notify the
applicant of such date. If the applicant withdraws his application,
such application shall be considered as not having been filed.

c. The application provided for in subsection b shall
become effective on the sixtieth day after the filing
thereof unless prior to such day the Department of
Health of the State of New Jersey by notice to the
applicant in writing postpones the effective date of the
application to such time (not more than one hundred
eighty days after the filing thereof) as the Department of
Health of the State of New Jersey deems necessary to
enable it to study and investigate the application.

Regulation. If the Department of Health determines, before the
date prescribed by section 24:6-A ¢ of the Act for an application to
become effective, that it has no cause to issue an order under section
24:6-A d of the Act refusing to permit such application to become
effective, the Department of Health shall so notify the applicant in
writing and such application shall become effective on the date of the
notification.

d. If the Department of Health of the State of New
Jersey finds, after due notice to the applicant and giving
him an opportunity for a hearing that (1) the
investigations, reports of which are required to be
submitted to the Department of Health of the State of



New Jersey pursuant to subsection b, do not include
adequate tests by all methods reasonably applicable to
show whether or not such drug is safe for use under the
conditions prescribed, recommended, or suggested in
the proposed labeling thereof; (2) the results of such
tests show that such drug is unsafe for use under such
conditions or do not show that such drug is safe for use
under such conditions; (3) the methods used in, and the
facilities and controls used for, the manufacture,
processing, and packaging of such drug, are inadequate
to preserve its identity, strength, quality, and purity; or
(4) upon the basis of the information submitted to the
Department of Health of the State of New Jersey as part
of the application, or upon the basis of any other
information before the Department of Health of the
State of New Jersey with respect to such drug, the
Department of Health of the State of New Jersey has
insufficient information to determine whether such drug
is safe for use under such conditions, the Department of
Health of the State of New Jersey may, prior to the
etfective date of the application, issue an order refusing
to permit the application to become effective.

e. This chapter shall not apply

(1) to a drug intended solely for investigational use
by experts qualified by scientific training and
experience to investigate the safety of drugs provided
the drug is plainly labeled “For investigational use
only”’; or

(2) to a drug sold in this State at any time prior to the
enactment of this subtitle or introduced into interstate
commerce at any time prior to the enactment of the
Federal Act; or

(3) to any drug which is licensed under the virus
serum, and toxin Act of July 1, 1902 (U.S.C. 1934 ed.
title 42, Chap. 4); or

(4) to a drug dispensed on a written prescription
signed by a physician, dentist or veterinarian (except a
drug dispensed in the course of conduct of a business of
dispensing drugs pursuant to a diagnosis by mail) if (1)
such physician, dentist or veterinarian is licensed by law
to administer such drug, and (2) such drug bears a label
containing the name and place of business of the
dispenser, the serial number and date of such
prescription, and the name of such physician, dentist or
veterinarian.

Chapter 6B. DRUGS, MANUFACTURERS
AND WHOLESALERS.

24:6B-1. Registration statement; filing with
department. No person shall hereafter engage or
continue to engage in a drug manufacturing business or
a wholesale drug business in this State without first
filing a completed registration statement with the
department.

24:6B-2. Persons required to sign and verify statement;
form and contents. The registration statement shall be
signed and verified by the individuals specified in
subsection (c) hereof, shall be made on forms prescribed
and furnished by the commissioner and shall state such
information necessary and proper to the enforcement of
this act as the commissioner may require, including:
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a. The name under which the business is conducted.

b. The address of each location in New Jersey at
which the business is to be conducted. If a wholesale
drug business is not to be conducted from a location
within the State, the statement shall give the name and
address of an agent resident in this State on whom
process against the registrant may be served.

c. If the registrant is a proprietorship, the name and
address of the proprietor; if a partnership, the names
and addresses of all partners; if a corporation, the date
and place of incorporation, the names and addresses of
the president and secretary thereof and the name and
address of the designated registered agent in this State;
or if any other type of business association, the names
and addresses of the principals of such association.

d. The names and addresses of those individuals
having actual administrative responsibility, which in
the case of a proprietorship shall be the managing
proprietor; partnership, the managing partners;
corporation, the officers and directors; or if any other
type of association, those having similar administrative
responsibilities.

e. If the business is to be conducted at more than 1
location in this State, the name and address of the
individual in charge of each such location.

f. A description of the business engaged in and the
drug products manufactured for sale or wholesaled.

g. The name and address of the individual or
individuals on whom orders of the commissioner may be
served.

h. A statement as to whether the registrant engages
in manufacturing, compounding, processing,
wholesaling, jobbing or distribution of depressant or
stimulant drugs as defined pursuant to law.

24:6B-3. Time for filing. A registration statement shall
be filed prior to February 1 in each calendar year
following the calendar year of original registration.

24:6B-4. Fee. A fee shall accompany each registration
statement. It shall be $100.00 if the business has less
than 2 locations in this State, and $250.00 if the
business has 2 or more locations in this State; except
that where the gross total annual business in drugs of a
registrant shall not exceed 3¢ of the gross total annual
volume of the business of the registrant, as certified by a
certified public accountant, the fee shall be $25.00 for
each location in this State.

24:6B-5. Change of address; notice; fee. If any
location of a registered business is to be changed, the
registrant shall give the department written notice prior
to the change of the address of such new location and
the name and address of the individual to be in charge
thereof. A fee of $10.00 shall accompany such
notification.

24:6B-6. Cleanliness of premises. Every room in the
premises or place where drugs are manufactured,
packaged or stored shall be kept clean and sanitary and
shall be properly lighted, drained and ventilated. The
walls and floors of such rooms shall be constructed of
materials which can be properly cleaned and
maintained. The operations carried on therein shall be



conducted in a clean and sanitary manner so that the
purity of the drugs therein manufactured, packaged or
stored shall not be impaired.

24:6B-7. Cleanliness of equipment and machinery.
Equipment and machinery used in the manufacture of
drugs and any vehicles used for the transportation and
delivery of such drugs shall be kept in a clean and
sanitary condition.

24:6B-8. Washroom and toilet facilities. Adequate
washroom and toilet facilities shall be provided and
maintained in the premise or place where drugs are
manufactured, packaged or stored and such facilities
shall be kept in a clean and sanitary condition.

24:6B-9. Adulteration or misbranding of drugs;
examination of records. Whenever an officer or employee
of the department finds, or has probable cause to
believe, that any drug is adulterated or misbranded, he
shall have the right to examine and copy any records
listing the ingredients used in the manufacture of such
drug and the source of such ingredients and any records
concerning the storage or shipment of such drug to
determine whether the provisions of this act or of
subtitle 1 of Title 24 of the Revised Statutes relating to
adulteration or misbranding are being complied with.

24:6B-10. Order to correct violation. If a registrant
shall violate, directly or indirectly through his officers
and employees, any of the provisions of this act, or any
other provisions of subtitle 1 of Title 24 of the Revised
Statutes, the commissioner may order the correction of
the violation within such reasonable period of time as
the commissioner may prescribe. Such an order shall be
in writing, shall state the violation to be corrected, the
period of time within which such violation shall be
corrected and the individual or individuals who have
actual administrative responsibility who shall be
responsible for having such correction made. The order
shall be delivered in person or by certified mail to an
individual designated to receive service of the
commissioner’s orders.

If the commissioner’s order is not complied with
within the period specified therein, or within any
extension thereof, the commissioner may order the
registrant to stop engaging in such business or the part
affected by the order until the order is complied with. If
the registrant shall continue such business or part
thereof after the commissioner has ordered the
registrant to stop, any individual designated responsible
in the commissioner’s order for correcting the violation
shall be a disorderly person.

Any registrant ordered by the commissioner to stop
engaging in business or any part thereof may appeal
from such order to the Superior Court. Pending a
hearing and determination upon the appeal, the court
may stay execution of all or part of the commissioner’s
order.

24:6B-11. Penalties. a. Any person who does not
comply with an order of the commissioner within the
time specified shall be liable for the first offense for a
penalty, to be established by the commissioner, of not
less than $100.00 nor more than $1,000.00 and for the
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second and each succeeding offense for a penalty of not
less than $500.00 nor more than $5,000.00. The penalties
herein provided shall be enforced by the department as
plaintiff in a summary proceeding in accordance with
the penalty enforcement law (N. J. S. 2A:57-1 et seq.).

b. Any person, who engages or continues to engage in
the manufacturing or wholesaling of drugs without
having registered with the department as required by
this act is guilty of a misdemeanor.

24:6B-12. Definitions. For the purposes of this
registration act, unless otherwise required by the
context:

a. “Commissioner’’ means Commissioner of the State
Department of Health or his designated representative.

b. “Department” means the State Department of
Health.

c¢. “Drugs” means “drugs” and ‘“devices’” as defined
in section 24:1-1 of the Revised Statutes.

d. “Person” means a natural person, partnership,
corporation or any other business association.

e. “Registrant” means the person in whose name a
drug manufacturing business or wholesale drug business
is registered.

f. “Drug manufacturing business’’ means the
business of creating, making or producing drugs by
compounding, growing or other process. This definition
shall apply to persons engaged in the drug
manufacturing business who do not maintain a
manufacturing location in this State but do operate
distribution depots or warehouses of such business in
this State. This definition shall not apply to licensed
pharmacies or to licensed professional individuals such
as, but not limited to, pharmacists, physicians,
dentists or veterinarians when engaged in the lawful
pursuit of their professions.

g. “Wholesale drug business” means the business of
supplying drugs to persons other than the ultimate
consumer. This definition shall not apply to licensed
pharmacies or to licensed professional individuals such
as, but not limited to pharmacists, physicians, dentists
or veterinarians when engaged in the lawful pursuit of
their professions, and shall not apply to a registered
drug manufacturing business.

Chapter 6C. DEPRESSANT AND STIMULANT DRUGS

24:6C-1. Definitions. For the purpose of this act:

a. The term ‘“depressant or stimulant drug” means
(1) any drug which contains any quantity of (a)
barbituric acid or any of the salts of barbituric acid; or
(b) any derivative of barbituric acid which has been
designated by the secretary as habit-forming; or (2) any
drug which contains any quantity of (a) amphetamine
or any of its optical isomers; or (b) any salt of
amphetamine or any salt of an optical isomer of
amphetamine; or (¢) any substance which the secretary,
after investigation, has found to be, and by regulation
designated as, habit-forming because of its stimulant
effect on the central nervous system; or (3) any drug
which contains any quantity of a substance which the
secretary, after investigation, has found to have, and by



regulation designated as having, a potential for abuse
because of its depressant or stimulant effect on the
central nervous system or its hallucinogenic effect; or
(4) any drug which contains any quantity of a substance
which the commissioner, after investigation, has found,
and by regulation designated as posing a threat to the
public health by virtue of its record of actual abuse
within this State because of its depressant or stimulant
effect on the central nervous system or its
hallucinogenic effect.

b. The term ‘secretary” means the Secretary of
Health, Education and Welfare, acting under the
authority of 21 U.S.C. 321 (v).

¢c. The term ‘‘commissioner’’ means the
Commissioner of the State Department of Health or his
designated representative.

d. The term “wholesaling, jobbing or distribution of
depressant or stimulant drugs’” means the selling or
distribution of any depressant or stimulant drug to any
person who is not the ultimate user or consumer of such
drug.

24:6C-2. Regulations and control of manufacture,
compound or process.

a. No person shall manufacture, compound, or
process (which shall include repackaging or otherwise
changing the container, wrapper, or labeling of any drug
package in the furtherance of the distribution of the
drug from the original place of manufacture to the
person who makes final delivery or sale to the ultimate
consumer) in this State any depressant or stimulant
drug, except that this prohibition shall not apply to the
following persons whose activities in connection with

any such drug are solely as specified in this section:

(1) Manufacturers, compounders and processors
registered under P.L. 1961, chapter 52 (C. 24:6B-1 etc.)
who are regularly engaged in preparing pharmaceutical
chemicals or prescription drugs for distribution
through branch outlets, through wholesale druggists, or
by direct shipment: (a) to pharmacies or to hospitals,
clinics, public health agencies or physicians for
dispensing by registered pharmacists upon prescriptions
or for use by or under the supervision of practitioners
licensed by law to administer such drugs in the course of
their professional practice; or (b) to laboratories or
research or educational institutions for their use in
research, teaching or chemical analysis.

(2) Wholesale druggists registered under P.L. 1961,
chapter 52 (C. 24:6B-1 etc.) who are regularly engaged
in supplying prescription drugs: (a) to pharmacies or to
hospitals, clinics, public health agencies or physicians,
for dispensing by registered pharmacists upon
prescriptions or for use by or under the supervision of
practitioners licensed by law to administer such drugs in
the course of their professional practice; or (b) to
laboratories or research or educational institutions for
their use in research, teaching or clinical analysis.

(3) Pharmacies registered under chapter 14 of Title
45, hospitals, clinics and public health agencies, all of
which are registered as hereinafter provided, which are
regularly engaged in dispensing prescriptions upon
instructions of practitioners licensed to administer such
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drugs for patients under the care of such practitioners in
the course of their professional practice.

(4) Practitioners licensed by law to prescribe or
administer depressant or stimulant drugs, while acting
in the course of their professional practice.

(5) Persons who use depressant or stimulant drugs in
research, teaching or chemical analysis and not for sale.

(6) Officers and employees of this State, or of a
political subdivision of this State, or of the United
States while acting in the course of their official duties.

(7) An employee of any person described in
paragraph 1 through paragraph 5 of this section, and a
nurse or other medical technician under the supervision
of a practitioner licensed by law to administer
depressant or stimulant drugs, while such employee,
nurse or medical technician is acting in the course of his
employment or occupation and not on his own account.

b. The Attorney General or his designated
representative in the Department of Law and Public
Safety shall, within 30 days after the effective date of
this act furnish the commissioner with a list of the
names and locations of pharmacies registered under
chapter 14 of Title 45 and shall thereafter periodically,
but no less frequently than annually, furnish the
commissioner with revisions of such list.

c. Any hospital, clinic or public health agency (the
phrase ‘“‘hospital, clinic or public health agency” is
deemed to include nursing homes, homes for the aged,
convalescent homes and other facilities whose function
requires possession of depressant or stimulant drugs)
claiming exemption under this section with respect to
activities pertaining to depressant or stimulant drugs
shall first file a completed registration statement with
the department.

(1) Such registration statement shall be signed and
verified with the individual having actual
administrative responsibility for such hospital, clinic or
public health agency and shall be on forms prescribed
and furnished by the commissioner and shall state such
information, in addition to the name and each location
of such hospital, clinic or public health agency, as the
commissioner may require as being necessary and
proper for the enforcement of this act.

(2) A registration statement shall be filed prior to
February 1 in each calendar year following the calendar
year of original registration.

(3) If any location of a registered hospital, clinic or
public health agency is to be changed, the registrant
shall prior to the change give the department written
notice of the address of such new location and the name
and address of the individual to be in charge thereof.

(4) No fee shall be paid for such registration.

Provided, however, no registration shall be required
for any hospital, clinic or public health agency subject
to the supervision of the Department of Institutions and
Agencies or other official department of this State for
which the Commissioner of Institutions and Agencies or
head of such other department has first filed with the
commissioner a list setting forth the names and
locations of such hospital, clinic or public health
agency, which list shall be periodically, but no less
frequently than annually, revised as necessary.



d. No person other than:

(1) A person described in subsection a., while such
person is acting in the ordinary course of his business,
profession, occupation or employment, or

(2) An employee, acting in the ordinary course of his
employment, of an out of state manufacturer or
wholesaler duly registered under Section 510 of the
Federal Food, Drug and Cosmetic Act.

(3) A common or contract carrier or warehouseman,
or an employee thereof, whose possession of any
depressant or stimulant drug is in the usual course of his
business or employment as such, shall sell, deliver or
otherwise dispose of any depressant or stimulant drug to
any other person.

e. No person described in subsection a. shall sell,
deliver or otherwise dispose of any depressant or
stimulant drug as salvage or distress merchandise
resulting from fire, flood, exposure to extreme heat or
cold or other causes or from an establishment closed by
bankruptcy or otherwise going out of business without
prior notification to the Department of Health. Such
information coming to the attention of the State
agencies in subsections b. and c. of this section shall be
promptly forwarded by such agency to the Department
of Health.

f. No person, other than a person described in
subsection a. or subsection d. 2. or d. 3. shall possess any
depressant or stimulant drug otherwise than: (1) for the
personal use of himself or of a member of his family or
household or (2) for administration to an animal owned
by him or a member of his household. In any criminal
prosecution for possession of a depressant or stimulant
drug in violation of this section, the State shall have the
burden of proof that possession involved does not come
within the exceptions contained in clauses (1) and (2) of
the preceding sentence.

g. 1. (a) Every person engaged in manufacturing,
compounding, processing, selling, delivering, or
otherwise disposing of any depressant or stimulant drug
shall, upon the effective date of this act, prepare a
complete and accurate record of all stocks of each such
drug on hand and shall keep such record for 3 years. On
and after the effective date of this section, every person
manufacturing, compounding, or processing any
depressant or stimulant drug shall prepare and keep, for
not less than 3 years, a complete and accurate record of
the kind and quantity of each such drug manufactured,
compounded, or processed and the date of such
manufacture, compounding, or processing; and every
person selling, delivering, or otherwise disposing of any
depressant or stimulant drug shall prepare or obtain,
and keep for not less than 3 years, a complete and
accurate record of the kind and quantity of each such
drug received, sold, delivered, or otherwise disposed of,
the name and address of the person from whom it was
received and to whom it was sold, delivered or otherwise
disposed of, and the date of such transaction. No
separate records, nor set form or forms for any of the
foregoing records, shall be required as long as records
containing the required information are available.
Records maintained in compliance with the record-
keeping requirements of Section 511 of the Federal
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Food, Drug and Cosmetic Act and regulations issued
thereunder by the secretary shall be deemed to be
adequate records for compliance with this section.

(b) Records which must be kept pursuant to this
subsection shall, upon the request of any officer or
employee of the department or any State police officer
engaged in the enforcement of this act, be made
immediately available to such officer or employee for
inspection or copying. For the purposes of verification of
such records and of enforcement of this section, such
officers or employees, upon presenting appropriate
credentials and a written notice to the owner, operator
or agent in charge, may enter, at reasonable times, any
factory, warehouse, establishment, or vehicle in which
any depressant or stimulant drug is (or in which such
officer or employee has reasonable grounds to believe
that it is) manufactured, compounded, processed, held,
sold, delivered or otherwise disposed of, and to inspect,
within reasonable limits and in a reasonable manner,
such factory, warehouse, establishment, or vehicle, and
all pertinent equipment, finished and unfinished
material, containers and labeling therein, and all things
therein (including records, files, papers, processes,
controls and facilities) bearing on violation of this
chapter; and to inventory any stock of any such drug
therein and obtain samples of any such drug. If a
sample is thus obtained, the officer or employee making
the inspection shall do so in conformity with the
provisions of chapter 3 of Title 24 of the Revised
Statutes.

(2) No inspection authorized by subparagraph 1. of
this subsection shall extend to (a) financial data, (b)
sales data other than shipment data, (¢) pricing data,
(d) personnel data, or (e) research data.

(3) The provisions of subparagraph 1. of this
subsection shall not apply to a licensed practitioner
described in subsection a. 4. with respect to any
depressant or stimulant drug received, prepared,
processed, administered, or dispensed by him in the
course of his professional practice, unless such
practitioner regularly engages in dispensing any such
drug or drugs to his patients for which they are charged,
either separately or together with charges for other
professional services.

(4) No prescription (issued before or after the
effective date of this section) for any depressant or
stimulant drug may be filled or refilled more than 6
months after the date on which such prescription was
issued and no such prescription which is authorized to
be refilled may be refilled more than 5 times, except
that any prescription for such a drug after 6 months
after the date of issue or after being refilled 5 times may
be renewed by the practitioner issuing it either in
writing, or orally (if promptly reduced to writing and
filed by the pharmacist filling it); provided, however,
that nothing herein shall authorize the refilling of such
prescription if otherwise restricted.

h. (1) The commissioner may, by regulation, exempt
any depressant or stimulant drug from the application
of all or part of this section when he finds that regulation









