U.S. CONSUMER PRODUCT SAFETY COMMISSION. .

WASHINGTON, D.C. 20207
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Mr. Sam D. Fine

Associate Commissioner for Compliance

Food and Drug Administration

crosnn ma }.._

This is in response to your memorandum of October 28, 1975,
to Stanley Parent, Executive Director, Consumer Product Safety
Commission, concerning jurisdiction to regulate an aerosol spray
cologne which may have the capacity to explode because of an
alleged defect in the container.

In your memorandum it is contended that in cases where
FDA has jurisdiction over the contents of a product it also
has jurisdiction to regulate mechanical defects associated with
the container, and that the Consumer Product Safety Commission
lacks jurisdiction because of the exclusion contained in sec-
tion 2(f) (2) of the Federal Hazardous Substances Act. Based
on a decision by the Commission in a related matter, it is the
view of this office that the Commission does have the authority
to regulate mechanical risks of injury associated with aerosol
cosmetic containers, notwithstanding possible overlapping FDA
authority in the area. '

Under the Consumer Product Safety Act, the Commission has
authority to regulate risks of injury associated with "consumer
products,"” as that term is defined in section 3 (15 U.S.C. 2052).
Specifically excluded from the definition of the term are
"drugs", "devices", "cosmetics", and "food", as defined in
sections 201(g), (h), (i), and (f) of the Federal Food, Drug,
and Cosmetic Act. Thus, containers of aerosol products produced
or distributed for sale to and use of consumers are "consumer
products" unless they fall within one of the specific exclusions.
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The question of jurisdiction under the Federal Hazardous Sub-
stances Act is not addressed with regard to mechanical hazards
presented by aerosol containers because, while that Act does
deal with substances that generate pressure, it does not regu-
late mechanical risks of injury presented by products produced
for the adult market.

The question of whether mechanical hazards associated with
cosmetic, as well as food and drug, aerosol containers may be
regulated under the CPSA was addressed by the Commission when
it had before it the petition of the Center for Science in the
Public Interest (petition number CP 74-5). This petition, among
other things, asked the Commission to investigate the safety of
aerosol containers with respect to both potential explosion
hazards and accessibility of harmful contents to young children.
After careful analysis, the Commission concluded in a comprehen-
sive decision that, unless the potential for harm was caused by
migration of a harmful substance from the container into the
ingredients, the container itself could not be considered a
"food", "drug", or "cosmetic", and therefore was not excluded
from the term, "consumer product." A copy of this opinion,
published at 40 FR 31026 {July 24, 1975) 1is enclosed for your
information. ‘ '

The two principal authorities relied upon by the Commission
in reaching this jurisdictional decision were (1) a letter dated
January 7, 1975, from the FDA General Counsel to the General
Counsel of CPSC and (2) the court decision in United States v.
Articles of Food, 370 F. Supp. 371 (E.D. Mich. 1974). The FDA
letter (copy enclosed) states in part that "it does not appear
to us that section 3(a) (1) (f) of the Consumer Product Safety Act
totally excludes the Consumer Product Safety Commission from
jurisdiction over hazards they may present that are not covered
by the FD & C Act. The fact that the toxicity of substances
migrating from a can to food is regulated under one law does
not compel the conclusion that consumer hazards resulting from
exploding bottles or jagged edges of an opened can or collapsing
aluminum food trays should not be regulated under the other law.
Indeed, it seems entirely reasonably to interpret the Consumer
Product Safety Act to authorize the Commission to take regulatory.
action under the CPSA in all areas related to food which are
not covered by the FD & C Act." Regarding the Articles of Food
case, the Commission noted that the Court specifically stated
that "It is likewise clear that ordinary packaging or food
holding devices from which there is no migration are not sub-
ject to the Act." 370 F. Supp. at 373. :




-3-

. Recently, the Commission had occasion to rule upon whether
home canning equipment with a defective seal or other defect
which could cause food contamination should be considered a
"consumer product" for regulatory purposes under the CPSA.

The Commission concluded that because the problem was food
related, it did not have jurisdiction. We do not believe, how-
ever, that this decision controls in the present situation or

in any other case where the ultimate harm is not related to the
properties of the ingredients. Therefore, it is the opinion

of this office that, notwithstanding any concurrent jurisdiction
held by FDA, purely mechanical hazards of containers of cosmetics:
are cognizable under the CPSA because the containers themselves
are not "cosmetics". We would point out, however, that while

the views expressed in this opinion are based on the most current
interpretation of the law by this office, they could subsequently
be changed or superseded. '

Please contact me if you have any questions or comments
regarding this opinion.

Sincerely,

| 0 lygage

Michael A. Brown
General Counsel

Enclosures
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1V_[EMORANDUB’I DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

TO . Stanley Parent DATE: October 28, 1975
Executive Directcr '
Consumer Product Safety Commission

FROM : Assoclate Commissicner for Compliance
Food and Drug Administration

An article was noted on page 4 of the September 22, issue of
the Product Safety Lette i al ofh
. e arcticle rurcher stated that, in response to

industry questioning the extent of CPSC jurisdiction over cosmetic
packaging, the Commission felt it did have authority.

(:} FDA is currently monitoring the recall of the 1.58 ounce size
package of Maerosol) Cologne, which has been
classified S voluntary recall by us. Since the contents

of the container are clearly within the jurisdiction of FDA, it is

our feeling that we also have clear jurisdiction over packaging.

We are of the opinion that as long as the contents in a container

which exhibits a mechanical defect are under the jurisdiction of FDA,

we are responsible for the entire package, including the monitoring

of any recalls associated with the failure of that package. It

would also appear that under Section 2(f)(2) of the Hazardous Substances
Act the Commission would lack jurisdiction in this instance.

I would appreciate receiving any comments you might have on this

o NN

Sam D. Fine
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that proposal is also enclosed.

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

OFFICE OF THE SECRETARY
ROCKVILLE, MD. 2852

OFFICE OF THE
GENERAL CQUNSEL .

January 7, 1975

Michael A. Brown, Esq. ,

General Counsel )
Consumer Product Safety Camnission -
Washington, D. C. 20207

Dear Mike:

This is in response to your letter of October 15, 1974, requesting an
opinion on whether various food containers are "food" as defined in
section 201(f) of the Federal Food, Drug, ard Cosmetic Act, .and your
related letter of December 27, 1974.

Underr the’ Acé, the term "foad" includes all "cxznponenés" of focd, and
thus all "food additives" as that term is defined in section 201(s) of
the Act. As you will appreciate, this is an extremely broad definition.-

Earlier this year, a United States District Court held that pottery
dimmerware fram which lead is leached into food is subject to the food
additive and food requirements of the Act. See United States v.
Articles of Food Consisting . . . of Pottery, 370 F. Supp. 371 (E.D.
Mich., Jan. 17, 1974), a copy of which is enclosed. Shortly thersafter,
we published in the Federal Register of April 12, 1974 (39 Fed. Reg.
13285), a notice proposing to apply the food additive provisions of the
law fully to all food—contact articles interded for use in the household,
food service establishments, and food dispensing equipment. A copy of

Accord.mgly, it is our opmlon that all glass bottles and otner: con—' .
tainers produced for use in packaging carbonated beverages, or already -
containing beverages, or intended to be used for hame canning purpcses,
are subject to the food provisions of the Act to the extent that thay
become a camponent or cotherwise affect the characteristics of food.
Without knowing the details about any partlcula._ container and the
particular food it is intended to hold, it would be impossible to de-
termine whether it would fit within this definition. Cer—t_amly, hou—
ever, all containers and other related materials intended to be used
for home canning purposes for low-acid canned foods would be included
within this definition, since their adequacy clearly affects the char-
acteristics of the food they contain.
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Page Two — Michael A. Brown, Esq.

Assuming, however, that all of these products are "food" and thus

subject to regulatory control under the provisions of the Federal

Food, Drug, and Cosmetic Act, it does not appear to us that section -
3(a) (1) (f) of the Consumer Product Safety Act totally excludes the .
Consumer Product Safety Cammission fram jurisdiction over hazards

they may present that are not covered by the FD&C Act. The fact

that the toxicity of substances migrating fram a can to food is regu--

lated under one law does not campel the conclusion that consumer:

hazards resulting from exploding bottles or jagged edges of an opened

can or collapsing alumimm food trays should not be regqulated under

" the other law. Indeed, it seems entirely reasonable to interpret the

Consumer Product Safety Act to authorize the Cammission to take regqu—-
latory action under the CPSA in all areas related to food which are not
covered by the FD&C Act. S

This would, of ocourse, requn.re close coordination between the two
regulatory agencies, but that would also seem to present no hurdle.
A memorandum of urderstanding between the two agencies would un-
doubtedly be the proper way to proceed

We would certa.lnly apprem.ate further discussion with you on these ‘
matters.

Sinceredf yours,

by

Ass:r.stant General Gounsel
FoodandDrugD].v:leon

Enclosure
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CONSUMER PRODUCT sA FETY
COMIMISSION

[Petition Nos. CP-74-5; HP-75-3]
AEROSOLS _

Petition of Center for Science in the Public

Interest; Petition of PAM Club To Ban

Products Containing Certain Fluorocar.
bons

1. INTRODUCTION

The Consumer Product Safety Com-
mission has before it Petitions filed by
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? Center for Science in the Public In-
‘st (CSPI) and the PAM Club (PAM),
+=ch of which secks to have this Com-
mission take regulatory action concern-
ing sclf-pressurized producis commonly
known as aerosols. Each pctition to some
extlent raises overlapping jurisdictional
and substantive questions and will be
discussed herein in a consolidated
fashion.

In recent years there has been a pro-
liferation of products packaged in pres-
surized containers. These containers
have vutilized various propellant gases,
such as vinyl chloride monomer and cer-
tain fluorocarbons. Recently such aero-
sols have been subjected to increasing
scrutiny because of allegations of harm-
ful properties associated with them. In-
cluded among these have been allega-
tions of injuries due to toxicity, carcino-
genicity, explosiveness, flammability,
and eye and skin irritation. Also recent
allegations have been made that the re-
lease of fluorocarbons from aerosol cans
is associated with a diminution of the
ozone layer in the stratospliere.” Reports
and scientific investigations on the
carcinogenic effect of vinyl chloride have
already led federal agencies, including
the Consumer Product Safety Commis-
sion, to ban products containing that
propellant. (See 16 CFR 1500.17(a) (10)
which bans self-pressurized products in-
tended or suitable for household use that
contain vinyl chloride monomer as an

~aredient or in the propellant.)
C II. PETITIONS PENDING
The petitions seek the following relief:
’ A. CSPI

1. The Center for Science in the Public
Interest requests the Commission to take
the following action: .

a. Investigate the Number and Amount
of Tozxic Substances Used. Injuries or
potential injuries are alleged to exist due
to the toxicity of aerosol spray, inducing
human tissue burns, respiratory injuries
to susceptible people, such as asthmatic
and heart patients, irritation and in-
flammation from excess spray, long-
term effect due to particle deposition in
the lungs or particle absorption into the
plood stream, and synergistic effect from
combined product sprays.

b. Investigate the Safety of Aerosol
Conlainers. Injuries are alleged to occur
from explosion due to accidental or de-
liberate placement of containers in or
near a heat source and also are alleged
to occur due to accessibility to children.

c. Investigate the Usefulness and Ac-
curacy of Aerosol Spray Labeling. Pos-
sible injurics are alleged to occur from

" difficulty in applying a product as di-
rected on the label, e.g., “apply hair
spray while avoiding face.”

1 The Commission presently has two peti-
tions before it flled by the Natural Resources
Defense Council and the City of Los Angeles

" wing to ban aerosols containing tluoro-

bpons. As these petitions raise additional

isdictional considerattons, as well as
unique and complex substantive questions,

they will be the subject of a separate
deciston.

NOTICES

d. Investigatc the Susceptidbility by
Consumers to Misuse. Deaths are alleged
to occur from deliberate inhalation of
toxic contents of aerosols; and possible
injurious effects are alleged to occur
from pollution duec to overuse in the
home.

e. Investigate the Manufacturers’
Honesty in Promotion of Products. Alle-
galions are made that imply the supply-
ing of misinformation by manufacturers,
leading to incorrect use or handling of
aerosol spray products.

f. Public Inforination. It is recom-
mended that a public education program
be initiated on the dangers of household
sprays used in the home.

2. The CSPI also recommends regula-
tory actions:

a. That aerosol spray products not be
used in households.

b. That all toxic and unsafe aerosol
products be banned and recalled.

c. That premarket testing of ingredi-
ents at manufacturers’ expense be
required.

3. CSPI recommends these interim
measures:

a. Requiring child-proofing.

b. Requiring explosion-proof contain-
ers.

B. PAM

The PAM Club asks the Commission
to ban:

1. The product, “Pam”,

2. All aerosols which have caused more
than three confirmed deaths as a result
of inhalation, and

3. Aerosols containing both “Freon-11”"
and “Freon-12" in a mixture.

The product “Pam” is an aerosol used
to lubricate cooking surfaces. Petitioners
have alleged that’ “Pam” and similar
products are dangerous when used as
directed and lethal when the propellant
is concentrated and intentionally
inhaled.

III. JURISDICTION

At the threshold the Commission
must determine its authority to take the
regulatory actions petitioned for. The
juriscdlictional problems are complex and
difficult to deal with because of the di-
versity of products being packaged and
sold in aerosol form. Today aerosol
packaging is utilized for products rang-
ing from hair sprays and foods to house-
hold cleaners, paints, and insecticides.
In providing regulatory authority over
these products Congress has traditionally
vested various federal agencies with
Jjurisciction on a functional basis. Thus,
foods, drugs, and cosmetics are regulated
by the Food and Drug Administration
(FDA) pursuant to the Federal Food,
Drug, arc. Cosmetic Act (FDCA), 21
U.S.C. 321 et seq., and economic poisons
(pesticides) are regulated by the Envi-
ronmental Protection Agency (EPA) un-
der the Federal Insecticide. Fungicide
and Rodenticide Act (TIFRA), 7 US.C.
135 ¢t scq. Other products, including
those used in or about the household,
are subject to regulation by this Com-
mission under the Consumer Product
Safety Act (CPSA), 15 U.S.C. 2031 ct scq.,
and the Federal Hazardous Substances
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Act (FIISA), 15 U.S.C. 1261 ¢t seq. The
functional division of juriscdiction com-
pounds the’ Commission’s task where, as
here, the petitions raise questions wholly
separate {rom the active ingredients of
the products themselves. Botn petitions
raise questions regarding the provellant
utilized in the aerosols. The CSPI peti-
tion, in addition, raises questions con-
cerning the packaging and use of the
aerosols. Doth CSPI and PAM raise the
issue of misuse.

A. PROPELLANTS

The authority of this Commission to
take any action with respect to the pro-
pellants utilized in aerosols must be
iound in two statutes under its admin-
istration—the CPSA, and the FESA. The
CFSA, inter alia, authorizes the Commis-
sion to regulate “consumer products” by
issuing consumer product safety stand-
ards to deal with unreasonable risks of
injury or by banning products for which
a standard is not feasible. Under the
FHSA, hazardous substances are required
to bear cautionary labeling and, where
the nature or the degree of the hazard
is found to be so severe that cautionary
labeling cannot adequately protect the
public, such substances may be declared
banned hazardous substances.

Both the FHSA and the CPSA are
drafted to exclude from CPSC jurisdic-
tion products which are foods, drugs,
cosmetics and pesticides. Section 2(f)2
of the FHSA provides “[tlhe term ‘haz-
ardous substance’ shall not apply to pes-
ticides subject to the ... [FIFRA1 nor to
foods, drugs, and cosmetics subject to
the ... [FDCA]...” 15 U.S.C. 1261({)
(2). Urder the CPSA the term “con-
sumer product” is defined as “any arti-
cle or component part thereof, produced
or distributed (i) for sale t0 a consumer
for use in or around a permanent or
temporary household or residence . . .
or (ii) for perscnal use, consumption or
enjoyment of a consumer in or around 2
. .. household or residence ...,” 15 U.S.C.
2052(a) (1). The Act specifically excludes
from the definition of “consumer prod-
uct,” inter alia, “economic poisons (as
defined by the ... [FIFRA]),” 15 U.S.C.
2052(2) (1D (D) ; “food . .. as defined in
... the [FDCAl...” 15 U.S.C. 2052(2)
(1) (D) ; and “drugs, devices, or cosmetics
(as such terms are defined in . . . the
[FDCAD,” 15 U.S.C. 2052(a) (1) (H).

It is clear from the drafting of the
statute as well as the legislative history
that this agency has been vested with
residual or “catchall” jurisdiction of haz-

rds associated with those products not
specifically exempted. Thus, hazards as-
sociated with “consumer products” such
as paints, household cleaners, and any
products used in or about the household
that do not fall within the definitions of
foods, drugs. cosmetics and pesticides
are unquestionably within CPSC juris-
diction. With respect to this category of

*Under section 30(d), CPSA. (15 US.C.
2079(d)) the Commission is required to in-
voke the FHSA as a sourcc of authority to
ellminate & risk of injury {f such risk can be
adequately dealt with under that statute
before re:zorting to the CPSA.

FEDERAL REGISTER, YOL. 40, NO. 143—THURSDAY, JULY 24, 1975
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products, the Commission believes that
CPSC jurisdiction clearly extends to the
dclivery system or propellant utilized in
conjunction with such products. No
other federal regulation or statute cx-
tending to the propellant utilized with
this category of products can adequately
dzal with the problems raised in the peti-
tions herein,

The Commission, having determined
that it has the requisite jurisdiction to
regulate the propellants utilized in con-
junction with those consumer producis
subicct to its jurisdiction under CPSA
and FHSA, must address whether it has
jurisdiction over propellants utilized in
conjunction with foods, drugs, cosmetics,
or pesticides. The FDCA defines the term
“focd” as “(1) articles used for food or
drink for man or other animals ... and
(3) articles used for components of any
such article,” 21 U.S.C. 321(f). (Empha-
sis supplied.) The term ‘“drug” is defined
as “(A) articles recognized in the official
United States Pharmacopeia, official
Homeopathic Pharmacopeia of the
United States, or oflicial National For-
mulary, or any supplement to any of
them: and (B) articles intended for use
in the diagnesis. cure, mitization, treat-
ment, or prevention of disease in man or
other animals; and (C) articles (other
than food) intended to affect the struc-
ture or any function of the body of man
or other animals; and (D) articles in-
tended for use as a comnponent of any
articles specified in clause (A), (B), or
(C) ..."” 21 US.C. 221(g)(1). (Empha-
sis supplied.) “The term ‘cosmetic’ means
(1) articles intended to be rubbed,
poured, sprinkled, or sprayed on, intro-
duced into, or otherwise applied to the
human body or any part thereof for
cleausing, beautifying, promoting attrac-
tiveness, or altering the appearance, and

(2) articles intended for use as a com--

ponent of any such articles; except that
such term shall not include soap,” 21
U.S.C. 321(). (Emphasis supplied.)
The FDA has broadly interpreted the
term “component” and has utilized it to
take regulatory action over aerosol pro-
pellants when used in conjunction with
foods, drugs, and cosmetics. An asser-

tion of jurisdiction based in part on the

“component” authority has been upheld
in two recent court decisions involving
food contact surfaces. In the first case,
FDA determined that certain cardboard
wrapping containing a chemical that
might become part of food was a “food
additive” and therefore a food for
regulatory purposes. This finding was
sustained in Natick Paperboard Corp. v.
Weinberger, 389 F. Supp. 794 (D. Mass.
1875). The Court. in reviewing the
legislative history of the FDCA, noted
that Congress intended FDA to “monitor
and regulate anything traveling in
interstate commerce which ultimately
would be ingested by human beings re-
gardless of the label apnended thereto.”
389 F. Supp. at 797. The Court further
noted that remedial safety legislaticn

such as FDCA is to be liberally inter-
preted consistent with the act’s over-
riding purpose. Similarly, in U.S. v.
Articles of Food, 307 F. Supp. 371 (E.D.
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Mich. 1974) ., another Court upheld I'DA
reculation of pottery that contained lead
and wars intcnded for use as dinnerware.

FDA has also interpreted ils jurisdic-
tion hroadly in the arca of aerosols.
Thus, in two scparate Frperarl REGISTER
notices on May 3, 1973 (38 FR 10958),
and March 7. 1973 (38 FR 6191), FDA
proposed rcgulations requiring, among
other things, that certain precautionary
lakeling appcar on aecrozol containers.
The May 3 notice, which has never been
finalized, was published under the au-
thority of the Federal Hazardous Sub-
stances Act, which as of that date was
administered by FDA,' and applied to
fluorocarhon aerosols intended or suit-
able for use in the household. The
March 7 notice, which was finalized
March 3, 1975, was published under the
authority of the Federal Food, Drug, and
Cosmetic Act and applied to zerosolized
food, drug, and cosmetic products.

Two things are significant about these
regulations. The first is that they pro-
posed labeling that warns consumers of
dangers associated with intentionally
inhaling the preduct, a hazard that is
associated primarily with the propellant.
The second is that FDA carefully
published two separate notices under
two separate acts regulating some aero-
sols under one and some under another
although the same hazard was presented
by all. By these actions FDA made clear
that it interpreted the terms food, drugs,
and cosmetics as including propellant
components when those products were
marketed in an aerosol form. FDA
further strengthened its interpretation
on August 26, 1974, when it banned the
use of vinyl chloride monomer as a pro-
pe}lant. in drug, and cosmetic products
(39 FR 30830).

Apart from regulation, FDA in a com-
munication to this agency,' expressed its
interpretation of the FDCA as including
prepellants only when utilized in con-
junction with foods, drugs, and cos-
metics. This interpretation is suvported
by an advisory cpinion from the Depart-
ment of Justice® which monitors prob-
lems of conflicting jurisdiction among
federal agencies.

It is a touchstone principle that where
any ambiguity exists in a regulatory stat-
ute courts will look to, and give great
weight to, the interpretation of a statute
by the agency charged with its admin-
istration. Udall v, Tallman, 320 US. 1
(1965). The Commission believes that
administrative agencies should recognize
this same principle through the doctrine
of comity when they are required to con-
strue the statutory scheme of a sister
agency. Indeed, section 29(¢c), CPSA, 15

31The Federal Hazardous Substances Act
was transferred to the Consumer Product
Safety Commiszion on May 14, 1973 by sec-
tion 30 of the Consumer Product Safety Act.

¢ Letter of Febiruary 17, 1975 from the FDA
General Counsel to the CPSC General Couns-
sel available in the Office of the Secretary,

s Letter of June 10, 1975 from Wallace H.
Johnson, Assistant Attorney General, U.S.
Dept. of Justice, to Council on Fnvironmen-
tal Quallty, available in the Otfice of the
Secretary. ’
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U.S.C. 2078(¢), cstablishes a policy ¢
ccoperation nmong the various feders
agencics regulating product safety in th
administration of thcir respective stat
utory schemes.

F]:?A has clearly, concistently, and un
ambiguously asserted jurisdiction ov:
food, drug, and cosmetic propellants, an
its interpretaticn is supported by the De
partinent of Justice. Its broad reading ¢
its authority has been supported by th
courts and acknowledsed by Congress
The Comumnission, therefore, finds that |
‘lacks jurisdiction to regulate any haz
erds associated with propellants used i
food, druz, and cosmetic products,

Similarly, the Commission also lack
Jurisdiction to regulate hazards associ
ated with pronellants used in aeros:
pesticides. FIFRA defines an economi
poison broadly as “(1) any substance o
mixture of substances intended for pre
venting, destroying . . . forms of plan
or animal life . . . which the Administra
tor shall declare to be a pest, and (2
any substarce or mixture of substance
intended for use as a plant regulato:
defoliant, or desiccant.” 7 U.S.C. 135(a}
There seems little room for doubt theo
this definition is broad enough tg encom
pass prcpellants of aerosol pesticides
This interpretation is borne ouf by th
fact that on April 26, 1974, the Admin
istrator of the Environmental Protectio:
Agency effectively banned the use ¢
vinyl chloride in pesticide products b
suspending registration for products con
taining that propellant. 39 FR 14753.

The functional divisions of jurisdic
tion over the various types of aerosc
preducts also precludes the -Commissio:
from asserting jurisdiction over all aero
sol propellants prior to inclusion in prod
ucts intended for consumers. This Com
mission’s jurisdiction under IF'HSA i
limited to thiose substances intended o
packaged in a form suitakle for use i:
the household. Bulk propellants not te
ing so intended or packaged, are beyonc
the authority of that Act. Under th
CPSA the term “consumer product” in
cludes components of consumer prod
ucts. However, bulkx propellants whicl
are intended for use in foods, drugs, cos
metics, or pesticides are not a componen
of and cannot be considered consume:
products and are therefore not subjec
to regulation under the CPSA.

B. MECHANICAL HAZARDS

CSPI's petition raises another juris
dictional question. This question relate:
to mechanical hazards associated wit:
the aerosol cans. Aerosol containers ar:
alleged to present certain mechanica
hazards such as the danger that the:
may explode, that sharp exterior edge.
may cut and. injure the unwary con-
sumer, that the spray may go in a direc:

¢ The House Commmittee Report accompany
ing the Consumer Product Safety Act in di<
cussing the exclusion of food from the del
nition of consumer products states that !
“intends to exciude from application of thi
biN all foods within the broad meaning give
to that term in section 201 of the Food, Druy
and Cosmetic Act.” H.R. Rep. No, 1153, 9¢
Cong., 2d Sess, 28 (1972).
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&/x oLher than that intendcd by the
imer thereby causing injury, or
thivie young children may be exposed to
serious personal injury or illness because
they may gain access to the contents.

As noted, supra. the Commission views
its authority under the CPSA as the
residual power to deal with risks of harm
associated with consumer products where
Congress has not specifically vested
jurisdiction in another statutory scheme.
This interpretation accords with the leg-
islative history of the Consumer Product
Safety Act. The Act was broadly drawn
to ensure that all consumer product
hazards would be regulated by one
agency except those *“‘which are either
regulated under other safety laws or
which the Committee has yet to deter-
mine should be subjected to safety
regulation of the type envisioned by this
bill.” H.R. Rep. No. 1153, 92d Coneg. 2d
Sess. p. 27 (1972).

Regarding the regulation of mechani-
cal hazards under the FDCA, there is no
explicit decision by FDA in the area.
There is, however, an interpretation by
FDA in a leiter suggesting that FDA
may lack authority to adeqguately regu-
late mechanical hazards associated with
food, drug, and cosmetic containers.”
Moreover, this letter suggests that it
would be anpropricte for the CPSC to
assert jurisdiction in this arez where the
FDCA is deficient. Certainly this inter-
pretatxon construes the FDCA in a man-

“tonsistent with any reasonable inter-

__Ation of the CPSA to provide maxi-
mum protection to consumers in accord-
ance with Congressional intent.® -

Unlike the propellant, the aerosol con-
tainer itself does not normally mix with
or in any way become part of the con-
tents of the can.’ In United States v.
Articlcs of Food, supre, the Court specif-
ically pointed out that FDCA would not
provide jurisdiction to regulate pack-
aging where there is no migration:

It is likewise ciear that ordinary pack-
aging or food holding devices from which
there is no migration are not subject to
the Act. 370 F. Supp. at 373.

Therefore it is reasonable to believe that
the aerosol container - itself is not a
“food,” “drug,” or “cosmetic.”

It is true that FDA has interpreted the
FDCA to permit it to warn consumers of
dangers associated with expioding aero-
sol containers. 42 FR 8912 (March 3,
1975). However, this labeling authority
does not depend on FDA finding that the
container itself is a food, a drug, or a
cosmetic. Rather it seems to be based on
the language of 21 U.S.C. 321(n) which

7 Letter of January 7, 1975, from FDA Gen-
eral Counsel to CPSC General Counsel avail-
able in the Office of the Secretary.

8 See Wilderness Society v. Morton, 479 F.
2d 842 (D.C. Cir. 1973), cert. denied, 411 U.S.
917 (1973).

°It is concetvable that under some extraor-
dinary circumstances some postion of the

" a1 container might migrate into the
n ‘et itself thus making {t unfit for hu-
mitt use or consumption. Were this to hap-
pen, the affected containers would, of course,
be subject to regulation under the FDCA for
this hazard.
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provides that a food, drug, or cosmetic
article may be deemed misbranded if its
label is misleading in that it fails to re-
veal facts with respect to hazards asso~

.ciated with usc of the article. Since FDA's

ability to so label acrosols does not re-
quire the container itself to be a food,
drug or cosmetic, it does not preclude this
Commission’s setting standards to regu-
late the mechanical hazards of aerosol
containers.

Since the Consumer Product Safety
Act should be interpreted broadly and
since this Commission has the expertise
and authority to sct safety standards to
reduce the mechanical hazards asso-

ciated with aerosol containers and since .

the agency charged with interpreting the
FDCA has not interpreted its laws in any
way that would be inconsistent with this
jurisdiction, the Ceommission finds that
it has jurisdiction to regulate the
mechanical hazards associated with all
aerosol containers that are intended for
sale to or use by a consumer notwith-
standing the fact that the contents are
foods, drugs, cosmetics or houshold sub-
stances, or that migration may occur.

Peasticides, however, are different since
jurisciction over packaging has been
speciiically granted to EPA in a 1972
amendment to FIFRA. Therein EPA was
given authority:

“(3) to establish standards (which
shall be consistent with those established
under the authority of the Poison Pre-
vention Packaging Act (Public Law 90-
601)) with respect to the package, con-
tainer, or wrapping in which a pesticide
or device is enclosed for use or consump-
tion, in order to protect children and
adults from serious injury or iiiness re-
sulting from accidental ingestion or con-
tact with pesticides or devices regulated
by this Act as well as to accompiish the
other purposes of this subchapter.” 7
U.S.C. 136W. (¢) (3) (1972).

To the extent that FIFRA has con-
ferred jurisdiction to EPA, the Commis-
sion will not seek to extend its regula-
tory authority over mechanical hazards
or aerosol containers utilized for pesti-
cides. This is consistent with an earlier
Commission decision® to defer to EFA
responsibility for promulgating and en-
forcing PPPA regulations with respect to
pesticides.' .

IV. DECISION

" A. CSPI PETITION

CSPI has requested wide-ranging ac-
tion by the Commission on aerosols,

much of which does not lend itself to~

formal agency rulemaking.” Neverthe-

v—

1 CPSC administrative deciston regarding
regulatory policy, November 21, 1974.

"It should also be noted that since the
PPPA explicitly grants authority to the Com-
mission to regulate foods, drugs and cos-
metlcs with respect to child-resistant pack-
acing, no jurisdictional question arises.

* Note that a “petition” in this context
menns a request for the Commission to issue,
amend, or repeal a rule, 5 U.S.C. 553(¢): 15
U.S.C. 2059(a); 21 U.S.C. 701(e). All other
requests for agency action, such as requests
to conduct research, or to institute informa-
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less, the Commission does believe the
petition raises many significant problems
with which it must deal.

Several of CSPI's requests deal with
the alleged toxicity of acrosol ingre-
dients. Specifically, CSPI asked the Coni-
mission to investizate the number and
amount of toxic substances used in aero-
sols, and recommended that it ban the
use of aerosols in the heme, that it re-
quire the recall of all toxic and unsafe
aercsols. and that it require premarket-
testing of aerosol ingredients at manu-
facturer's expense.

With respect to problems of aerosol
products within CPSC jurisdiction (see
section III A. Supra) that may present
long~term or chronic toxicity hazards to
consumers, the Commission has decided
to take whatever steps may be necess ary
to develop test methods for the objective
evaluation of individual products. The
test methods presently specified by
FHSA and the regulations promulgated
thereunder are designed primarily to
reveal hazards that are acute rather
than chronic in nature. While at one
time such testing may have been ade-
quate, as CSPI points out, the prolifer-
aticn of azrossl products and renorts of
long-term hazards associated with their
use leads the Commission to the conclu-
sion that it is necessary to develop guide-
lines and screening protocols that will
pinpoint ingredients or mixtures of in-
gredients that may produce adverse
chronic effects. The Commission is cur-
rently conducting applied inhalation re-
search to develop some of the basic
criteria for objectively evaluating prod-
ucts for pctential acute and/or chronic
hazards. This type of research will con-
tinue until such generic tests can be
developed. The sub-chronic or chronic

“inhalation tests to be developed will pro-

vide a means of evaluating aerosol prod-
ucts for their potential for causing harm-
ful effects to consumers. .

Research and investigations are cur-
rently being conducted by the Commis-
sion in furtherance of this goal. The
Commission is sponsoring a contract
study to determine particle size and
chemical composition of typical aero-
solized products; to determine such prod-
ucts’ distribution in the consumers’ im-
mediate environment under conditions
simulating use by consumers; to deter-
mine, in two animal species, the deposi- -
tion and metabolic fate of tracer-labeled
aerosols; and to determine long-term
effect of several chemicals found above
to be so deposited and retained in the
body. The Commission has entered into
a coniract for a study of .the effects
(mechanism of action) of inhalation of
commonly used volatile solvents and pro-
pellants. The investigator for this study
is already under contract with another
federal agency, and has already provided
considerable data. This study should pro-
vide additional information on the car-
diovascular and pulmonary eflects of

tion campaligns, while given serious con-
sideration, cannot be considered “petitions”
in the legal sense.
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commonly uscd acrosol propellants and
solvents thus furnishing the Commis-
slon an improved huasis for identifying
potentially dangerous chemicals in pres-
surized products. The Commission_ has,
via an interagency aprcement with the
Liomedical Laboratory, Toxicology Di-
vision, Edgewood Arsenal, Maryvland.
initiated the following inhalation studies
on vinyl chloride:

Lifetime cancer study in rats and
mice following short-term, low-level ex-
posures to vinyl chloride monomer.

A three-generation animal study of
the reproductive systems and processes
after exposure to the vinyl chloride
monomer.

The Commission has asked the National
Academy of Science/National Research

Council to organize and convene a series

of panels and sub-panels of experts to
perform the following tasks:

To evaluate the current toxicity test
procedures for their reliability and ap-
plicability to the goals of the Consumer
Product Safety Commission; to recom-
mend additional research (priority)
needed to develop and/or validate test
procedures: and to update and expand
NAS/NRC Publication 1138, “Principles
and Procedures for Evaluating the
Toxicity of Household Substances,” and
where possible recommend methodology
applicable to CPSC procedures.

When reliable testing protocols have
been developed, the Commission antici-
pates promulgzation of rules establish-
ing the test methods and supplement-
ing the existing definitions of the term
“toxic” under the FHSA. -

As a practical matter, addition of ge-
neric tests for chronic health hazards to
the FHSA will require manutacturers to
test for those hazards. The statutory
scheme of the FHSA contemplates pre-
market testing by manuiacturers in that
the FHSA requires all products. includ-
ing aerosols, to bear cautionary labeling
if the products contzin ingredients or
mixtures of ingredients that are toxic,
corrosive, irritants. strong sensiticers,
flammable or combustible or generate
pressure through decomposition, heat,
or other means. 15 U.S.C. 1261(p). The
statute itself prescribes scme tests to de-
termine whether a product presents one
of those hazards. Also. as it proposes
doing for chronic hazards, the Commis-
sion has from time-to-time supplement-

- ed these tests by regulation. While the

O

FHSA does not explicitly require manu-
facturers to test their products for these
unsafe characteristics, the sale of a mis-
branded product (i.e., one not properly
labelel) is subject to criminal penalties
without rezard to the manufacturer's
specific intent, 15 U.S.C. 1264. The Com-
mission believes this sanctjon, coupled
with the Commission’s ability to seize
misbrancded goods, results in widespread
premearket testing of products to deter-
mine whether they arc required to be la-
beled under FHSA.

The Commission Lelieves that this re-
scarch program and the premarket test-
ing that will result from it are responsive
to the group of CSPl's requests dealing
with the toxicity of aerosols. To the ex-

NCTICES

tent that CSPI requests a ban on the sale
of all acrosols under CPSC jurisdiction,
the request is denied. Based on present
knowledge the Commission cannot find
that a ban would be justified. This judg-
ment can of course be reversed at any
time new infornation is acquired which
shows that a ban of individual aerosol
products or of all aerosols is required to
protect the public.

C3PI also requested the Commission
to investigate the susceptibility of aero-
sols to misuse by consumers and to edu-
cate consumers to the hazards associ-
ated with acrosols. The Commission,
based on available information con-
cludes that it lacks jurisdiction to reg-
ulate those products most commonly as-
sociated with intentional misuse. Never-
theless, becausec products it does regulate
may also be intentionally misused, the
Commission plans a comprehensive edu-
cation campaign to alert consumers to
this danger. This campaign wiill also ad-
dress certain other aspects of the aerosol
problem such as the danger that con-
tainers may explode when improperly
disposed of.

CSPI asked the Commission to investi-
gate dangers to children from the ac-
cessibility of aerosols and to require all
acrosois to have child resistant closures.
Certain products such as oven cleaners
containing sodium and/or potassium hy-
droxide, which the Commission’s injury
data show to be particularly hazardous,
are already required to have such
closures (16 CFR 1700.14(a)(5)). The
Commission has directed its staff to de-
tennine which olher aerosol products
present a hazard of serious personal in-
jury or illness to young children by
reason of the accessibility to their con-
tents. Any that are so identified will be
promptly considered for the institution
of rule-making procedures under the
FPPA. In this connection the Commis-
sion has also directed its staff to evalu-
ate its present test methods for hazards,

stch as the test for eye irritancy, to de- °

termine whether new methods are neces-
sary to adecuately measure the risk of
injury rposed by acrosolized products to
small children.

With respect to misdirection prob-
lems associated with aerosol containers
that present a risk of injury because of
inadequate means to properiy direct the
spray, the Commission has decided to
take steps to seek prompt voluntary ac-
tion to correct the problems. In the event
that a voluntary commitment cannot be
cbtained, the Commission wiil take
formal regulatory action.

CSPI requested the Commission to in- .

vestigate the safety of aerosol containers
and to require explosion proof contain-
ers. The Commission's investigation
which included hearings held in Febru-
ary and March, 1974, and May, 1975, re-
view of death certificates furnished by
local jurisdictions and in-depth in-
vestigation of injurics reported by hos-
pital emergency rooms through the
Commission’s National Electronic In-
jury Swrveillance System (NEISS) as
well as other sources demonstrates that,
at this time, no unrecasonable risk of in-

jury is associated with exploding aerosol
containers. Therefore, this request is
denied without prejudice.

Finally CSPI asks the Commission to
Investizate the usefulness and accuracy
of aerosol spray labeling and the honesly
of manufacturers in the promotion ol
aerosol products. The Commission han
undertaken an investigation of consum-
ers’ awarencss of labeling on aerosolized
houschold products which are associated
with injuries to consumers. This study
will be used by the Commission staff (o
determine whether existing labeling rc-
quirements for aerosclized houscholdl
products could be improved to reduce or
eliminate risks of injury associated with
those products.

With regard to misleading or deceptive
promction (other than mislabeling) of
ae}'osolized household products, the Com-
mission notes that the Federal Trade
Commission is the agency of the federal
government with primary jurisdiction
over such practices. Scction 5 of the Fed-
eral Trdde Commission Act authorizes
the Federal Trade Commission to prevent
“unfair or deceptive practices” directed
toward consumers. The Commission
therefore believes this request would
i:nvlgée appropriately be directed to the

B. PAM CLUB PETITION

PAM is an aerosol product used for
the lubrication of cooking surfaces. Since
portions of such products inevitably be-
come commingled with the food being
cooked and because it is an edible sub-
stance, the Commission believes the prod-
uct to be a “food” subject to regulation
under Yhe Federal Food, Drug, and Cos-
metic Act, supra. The propellant, as dis-
cussad above, likewise becomes a “food”
subject to regulation under FDCA. Ac-
cordingly, because the CPSC lacks sub-
Ject matter jurisdiction, the PAM Cluk
petition is denied insofur as it requests a
ban of the product “PAM”. :

The PAM Club petition further re-
Quests the Commission to ban all zerosols
which have caused more than three con-
firmed deaths per year due to inhalation.
and seeks a ban on all aerosols contain-
ing “Freon-11" and “Freon-12” mix-
tures.” The Commission interprets this
request to apply to all aerosols regardless
of whether they contain a food, drug.
cosmetic or pesticide. As noted above, the
Commission’s jurisdiction extends only
to propellants in aerosol products which
are not considered foods, drugs, cosmetics
or pesticides.

Regarding the part of the petition
which requests a ban on “specific acro-
sol products which have caused more
than three confirmed deaths as a result
of inhalation of the propellant .. .,” the
Commission believes this language is too
vague for regulatory purposes. More im-
portantly, however, the Commission dis-
agrees with the establishment of a
“death count” approach to regulation ol
product safety. It seems clear that the

3 “Freon-11" and “Freon-12" are trade
names of Dupont Corporation for certain
fluorocarbon compounds.

-
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.petitioner’s intent Is to have the Com-~
mission respond with regulatory action
before a substantial number of deaths
occur and that three deaths associated
with a specific problem is an adequate
early warning signal. The Ccmmission
intends to fully investigate alleged prob-
lems with aerosol products under its ju-
risdiction when brought to its attention,
and to take action where warranted. A
specified number of deaths need not be
the criterion for initiating regulatory
action. Therefore the Commission denies
the specific request to ban an aerosol
product whenever three deaths have oc-
curred as a result of inhalation of the
propellant. )

Regarding the portion of the petition
requesting a ban on ‘‘all aerosols con-
taining both Freon 11 and Freon 12 in
& mixture”, the Commission is unaware
of evidencé that *“Freon-11” and/or
“Freon-12", when used in conjunction
with any product within CPSC’s juris-
diction, is being misused by intentional
inhalation to any extent requiring reg-
ulation. Therefore, the Commission does
Tot at thistime believe it is appropriate
or necessary to initiate regulatory action.

- Accordingly, for the foregoing reasons,
the Commission finds that the petition
fails to present reasonable grounds for
the banning of any product within its
jurisdiction and therefore denies re-
quests for such bans without prejudice.

In taking this action the Commission
is not ignoring the increasing problem
associated with abuse of inhaling aero-
sols. As the Commission reccognizes the
Jpossibility that certain aerosol products
within its jurisdiction may pose the same
hazard as “PAM”, it plans to undertake
a mzjor information and education cam-
paign to inform consumers of this prob-
lem. It is believed that this can be an
important step in eradicating misuse,
although it must be done with great cau-
tion as publicity can in fact aggravate
the problem.

Dated: July 18, 1975.

Sapye E. DUNN,
Secretary, Consumer Product
Safety Commission.

(FR Doc.75-19228 Filed 7-23-75;8:45 am]}
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