CHILD RESISTANT PACKAGING REQUIREMENTS

The Poison Prevention Packaging Act, administered by
the Consumer Product Safety Commission, requires
special child resistant packaging of any household
substance which may cause serious injury to children
if handled, used or ingested. Such packaging must be
difficult for children under the age of five to open,
while not being difficult for normal adults. Protocol
testing requires that of 200 children tested between
the ages of 42 and 51 months a minimum of 85% be
unable to open the containers. Of 100 adults tested,
no less than 90% must be able to open and resecure
the containers without directions. A manufacturer
may produce a non-child resistant package for use
by elderly or handicapped persons or for households
without children provided that the product is also
available in child resistant packages. The noncom-
plying package must bear a conspicuous label stat-
ing: “This package for households without young
children.” If the package is small, it must be labeled
“Package not child-resistant.”

The following household substances have been deter-
mined to require special child resistant packaging:

ASPIRIN

Any aspirin containing preparation, except a dry tablet
containing less than 10% aspirin or a powder containing
less than 10 grains of aspirin per unit dose.

ACETAMINOPHEN

Preparations containing more than one gram in a single
package with the exception of dry tablets or granules
containing less than 10% or powders with less than 13
grains per unit dose.

METHYL SALICYLATE
Liquid preparations, other than spray can packages,
containing more than 5% by weight.

CONTROLLED DRUGS
Any dosage form intended for oral administration.

PRESCRIPTION DRUGS

Any dosage form intended for oral administration,
excepting nitroglycerin, certain low LD drugs and
pediatric drops. Consult CPSC for full list.

IRON COMPOUNDS
Any vitamin, dietary supplement or drug containing
250mg or more of elemental iron in a single package.

TURPENTINE
Liquids containing 10% by weight.

WINDSHIELD WASHER SOLUTION
Methyl Alcohol or Ethanol, 4% or more by weight.

ANTI-FREEZE
Ethylene Glycol.

PAINT SOLVENTS / THINNERS
Products containing 10% or more of Xylene, Toluene,
Benzene, etc.

SULFURIC ACID

10% or more by weight. NOTE: Orders will not be
accepted for acid or caustic products without a Hold
Harmless Agreement.

PESTICIDES
Naptha, insecticides, products containing 10% petro-
leum distillates.

GERMICIDES, FUNGICIDES, BACTERICIDES
Pool chemical products, products containing sodium
hypochlorite, algecides, disinfectants.

LYE PREPARATIONS
Solids containing 10%, liquids containing 2% or more.

HOUSEHOLD CHEMICALS

Pine Oil Cleaners; drain openers; oven cleaners; furni-
ture polish; stain, ink, gum and grease removers; rust
removers; illuminating and kindling preparations.

NOTE: PRODUCTS CONTAINING PETROLEUM DISTILLATES REQUIRE COMPATIBILITY
TESTING PRIOR TO BEING USED WITH PLASTIC CLOSURES.

THESE PRODUCTS INCLUDE BUT ARE NOT LIMITED TO:

Camphor oil Lacquer thinner
Enamel thinner Lamp oil

Fuel oils Lubricating oil
Kerosene Mineral Spirits
Kindling fluid Paint remover
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Paint thinner Toluene
Penetrating oil Trichloroethylene
Pesticides (malathion,  Turpentine
diazinon, etc) Xylene
Solvent cleaner
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TAMPER RESISTANT PACKAGING REGULATIONS

In response to the September 1982 cyanide
poisonings in Chicago, the Food and Drug Admin-
istration (FDA) has issued tamper-resistant
packaging requirements for all over-the-counter
(OTC) drug products and certain cosmetic prod-
ucts, excluding dermatologics (products applied
to the skin), dentifrices and insulin.

The OTC drug products that are covered by these
regulations include oral, nasal, otic, opthalmic,
rectal, and vaginal drug products. Cosmetic
products covered include liquid oral hygiene
products (mouthwash), and vaginal products.

The FDA requires that the packaging of these
products provide visual evidence of package tam-
pering. The visal indictator must be accompanied
by an appropriate illustration or statement on
the package to alert the consumer to the specific
tamper-resistant feature. The statement must be
placed so that it will be unaffected if the tam-
per-resistant mechanism is breached or missing.

The agency stresses that tamper-proof packaging
is not possible. A labeling statement suggesting
that the package is tamper-proof, as contrasted
with tamper-resistant, will be considered false
and misleading. Consumers must be encouraged
to inspect the condition of the package to protect
themselves from injury.

The FDA defines a tamper-resistant package as
one having an indicator or barrier to entry which,
if breached or missing, can reasonably be expect-
ed to provide visible evidence to consumers that
tampering has occurred. Tamper-resistant pack-
aging may involve immediate container/closure
systems or secondary container carton systems.

EXAMPLES OF ACCEPTABLE PACKAGING INCLUDE
BUT ARE NOT LIMITED TO:

FILM WRAPPERS
The film must be cut or torn to open the package.

BLISTER OR STRIP PACKS
The individual compartment must be torn or broken to
obtain the product.

BUBBLE PACKS

The product and container is sealed in plastic and
mounted in or on a display card. The plastic must be
torn or broken to remove the package.

SHRINK SEALS AND BANDS
The bands or wrappers must be torn or broken to open
the package.

FOIL, PAPER OR PLASTIC POUCHES
The product is enclosed in an individual pouch that
must be torn or broken to obtain the product.

BOTTLE SEALS

Paper or foil is sealed to the mouth of a container
under the cap. The seal must be torn or broken to
remove the product.

TAPE SEALS
Paper or foil is sealed over all carton flaps or a bot-
tle cap. The seal must be torn or broken to remove
the product.

BREAKABLE CAPS

The container is sealed by a plastic or metal cap that
either breaks away completely when removed from the
container or leaves part of the cap attached to the con-
tainer. The cap must be broken to open the container.

SEALED TUBES
The mouth of a tube is sealed and the seal must be
punctured to obtain the product.

SEALED CARTONS

All flaps of a carton are securely sealed and the
carton must be visibly damaged when opened to
remove the product.

AEROSOL CONTAINERS
Aerosol containers are inherently tamper resistant.

NOTE: Barriers made from readily obtainable material (such as plain tape, saran wrap, aluminum foil, etc.)
must be printed to distinguish themselves from a substitute available from a retail product. A generic
“sealed for your protection” print is acceptable.

Vitamins are currently excluded from tamper-resistant requirements
because of their classification by the FDA as a food.

Courtesy of

THE LERMAN CONTAINER CORPORATION, NEW HAVEN, CT
< previous  Next»

page 78



Principal display panel
9 x 12 = 108 square inches

wn | Identity ..~
]

_C

;.:J Net
— | weight
e}

18 ounces
(1 pound 2 ounces)

Made by
* Co. Name
City, State, Zip -oooeeeeefer

Quality of contents expressed in the terms of'"'-‘,_

weight, measure, numerical count, or a combi-
nation of numerical count and weight or mea-
sure. The declaration can be left, right, or cen-
tered; must appear within the lower 30 percent
of the label. Must be generally parallel to the
base of the package or commodity. Must be
separated above and below from other printed
matter by height of letter required and on each
side by twice the width of the letter “N.” Must
be in type size determined by area of side or
surface of package or commodity that bears the
principal display panel—(108 square inches) must
be at least 1/4 inch for all characters including
lower case. Dual declaration—total in ounces and
largest whole unit—required for 1 pound, or more
but less than 4-pound packages: “Net wt. 18 oz.
(1 lb. 2 0z.)”. For liquids, 1 pint up to 1 gallon:
20 Fl. oz. (1 pint 4 0z.)”. For lineal and square
measurements, check regulations for specifics.
Packages with principal display panel less than 5
square inches are exempt from lower 30 percent
requirement, but remember, the area of the
side of the package bearing the principal display
panel is the determining factor for printed size
and separation.

t SOME BASIC ELEMENTS OF CORRECT LABELING |

.- Panel. That part of the label most likely to be

displayed, presented, shown or examined under
normal and customary conditions of display. If
more than one principal display panel is created
mandatory must be repeated.

.- Product name required by any applicable Feder-

al law or regulation, or, in the absence thereof,
the common or usual name; or in the absence
thereof an appropriately descriptive term, or
when the nature of the product is obvious, a fan-
ciful name commonly used by the public for such
product. For drugs, a statement of the general
pharmacological category or principal intended
action should follow the “established name.”
The identity statement must be in lines gener-
ally parallel to the base on which the package or
commodity rests as it is designed to be displayed
(i.e., the angle of the identity statement with
this base must be 22 degrees or less). The iden-
tity statement must comprise a principal feature
of the principal display panel and be in such size
type size and so positioned as to be easily read

“. and understood.

Manufacturer, packer, or distributor. Name
and address must appear on the principal display
panel or the information panel of the package in
at least 1/16 inch type size. Packer’s or distrib-
utor’s name must qualified, e.g., “Distributed
by ....” Street may be omitted if address is in
current city or telephone directory. City, state,
and zip code must be included. Only standard
abbreviations permitted.

Four elements shown here illustrate basic re-
quirements for correct packaging under FPLA.
Foods, drugs, and many other consumer products
commonly found in supermarkets, drug, variety
and other retail stores are involved. A fifth basic
requirement for correct labeling, is a state-
ment of ingredients. There are, of course, many
variations depending on product and package
and some exemptions, but this model will cover
most basic situations. For questionable situa-
tions, consult FDA for foods, drugs, and cosmet-
ics and devices and FTC for all other consumer
commodities.
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t DETERMINING TYPE SIZE OF QUANTITY STATEMENT |

TO COMPLY WITH FEDERAL REQUIREMENTS

Principal display panels are
40 percent of can height times
circumference or 40 percent of
can height (h) times circum-
ference (c) or .40 x 5 inch x
9.42 inch = 1.84 square inches
(where C =\ or 3.14 x 3). There-
fore, the required minimum
type size to express quantity
of contents on the label itself
having an area of less than 5 square inches. When
the expression takes the form of “Net Weight 12
0z.”, the lower case letters must meet the 1/8
inch requirement, making the upper case N and
W somewhat higher than 1/8 inch.

Cylindrical can

- =~

Plastic bottle

Principal display panel area
is 10 inch x 6 inch = 60 square
inches. (Tops, bottoms, flanges
at the tops and bottoms of cans
and shoulders and necks of
bottles or jars are not consid-
ered part of the display panel.)
A minimum type size of 3/16
inch is required to express quantity of contents
on label which itself only occcupies 12 square
inches. However, since regulations required the
minimum type size of molded labeling to be in-
creased by 1/16 inch, the minimum type size on
the molded flask must be 1/4 inch.

|......1.9.1.Q.C.'.1.??......|

_6-inches

Principal display panel
area is 9 inch x 12 inch or
108 square inches. There-
fore, the minimum type
size to express quantity of
contents is 1/4 inch. The
size of the label (36 square
inches) has no bearing on
the minimum type size.
The statement (NET WEIGHT 48 OZ. (3 LBS.), in
this instance, must have all letters and numer-
als 1/4 inch high. If printed in upper and lower
case, the lower case letters must be 1/4 inch,
thus requiring the upper case N, W, and O to be
somewhat higher.

Rectangular box

9 inches

6. inches|

12 inCheS
6 inches

Glass bottle

Principal display panel area
is 40 percent of bottle height
times circumference or 40 per-
cent of 7 inch x 8.2 inch = 23 _:

square inches. The minimum £ ﬂ
type size of the quantity of
contents statement is 1/8 inch.
The size of the label does not
govern the minimum type size
to be used for this container.

.....

._7._.|_nches
i

,,,,,

circumference

FPLA REQUIREMENTS — MINIMUM HEIGHT OF LETTERS FOR QUANTITY DECLARATION

Square inch area
of principal display panel

Minimum height of numbers
and letters (inch)

Minimum height: label information
blown, formed or molded on surface
of container (inch)

5 or less 1/16
More than 5, not more than 25 1/8
More than 25, not more than 100 3/16

More than 100, not more than 400 1/4
More than 400 1/2

n IaS N,
(ap} A &R

PETE HDPE PVC
Polyethylene High Density Polyvinyl
Terephthalate  Polyethylene Chloride

1/8
3/16
1/4
5/16
9/16

t RECYCLE CODES | ...........................

N
A

/\ AY 7\
H & b6

LDPE OTHER
Low Density  Polypropylene  Polystyrene
Polyethylene
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