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" herein represent the best current

T imtended solely % 4 pude for the
- manufscturer of 3 product subject

This publication is a digest of the

federal Hazardous Substances Act; ‘

rules and regulations contained in the “CFR" is the Code of Federal

Federal Hazardous Substances Act,
and Part 191, Tide 21, Code of
Federal Regulations. The information
and illustrative labels contained

to the Federsl Hazardows

Substances
;Aa. ummummu

Regulations; “Regulations™ for the

purposes of the publication only

refers 30 Part 191, Tide 21, Code of

Federal Regulations; “Secretary”

refers 10 the Secretary of Health,
Jucation ;

I ,wrmiﬁ%d—;‘%?ﬁw T
T The suthonly granted o-the  _
Secretary of Health, Educanon,
and Welfaré for enforcement and
sdministration of the feden
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y ¥re not confined to children and
- jmany adults. are injured, and
sometimes killed, in the use of
_household producss.

Almost 90 percent of alf poisonings

occur in the home. Part of the

the inherent danger.
; ings 10
sccidental misuse nor information
yhecEIsMy 1 assure safe use and
storsge. Often there is no
information about potendally
harmful ingredients on the label and
- o instructions for fint-a2id treatment.
Thus, a doctor might have 1o call the
‘nearest Poison Control Center or
the manufacturer for information -
about an anSdote. Maanwhile, time
is lost—perhaps the time in which a
life could be saved.

The most practical way 1o provide
users and physitians with the
information they need for safe use or
first-aid treatment is the fibed.
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LICISLATIVE HISTORY
Congress recognized this problem in
1927 with the passage of the

Federsi Caustic Poison Act At that
me lhen were only 12 caustic snd

harardous that they were unsafe
for household use, regardless of
cautionary Labeling.

To correct these and other .
the President signed, on November

Federal Hazardous Substancas
Labeling At 10 provide:
* For inclusion of alt hazardous

¢ A ban from interstate commer
for thoss household substances
that are 50 hazardous that
waming labels are not adequate
safeguards;

* Aban on the sale of toys and
cther childrer’s articdes
containing hazardous substances,
regardiess of their packaging.

One of the most significant -

changms was reflected by the
deletion of the woid "“Labeling”
from the tite, as the Fedenal
Hazardous Substancas Act
provides for consumer protecuon
beyond that which can be realized
through labeling.
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Scope and Definitions

COVERACE OF THE ACT
_The Act.now applies to any
hazardous substance intended or

padagdmabrm”ubhbrm :

»'udh»mnlhopupaumd

suitable for household use may wish

to label the butk conuiner with
information required on the
retail container. This may remmnd
the retailer of his responsibility and

Substances Act by virtue of the
1966 amendments. As revisad, the

law gives the Secretary of Mealth,

Education, and Welfare authonty
o cassify a3 3 “banned hazardows
substance” any hazardows substance
found 10 be 100 dangerous for e
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'regardiess of its labaling and ban
The niling is based on a finding
that regardiess of labeling, the

‘hazard involved in the use of the
artide in or around the housahold
is '

WHAT IS A HAZARDOUS
SUBSTANCE? .
A “hazardous substance” is defined
as a substance or mixture of
substances which is tosic, corrosive,
an irritant, flammable, or which

which has been desi
Secretary a3 3 strong sensitizer, or
a radioactive material subject 0

substantial iliness during or 23 2
proximats result of sny reasonably .
foreseeable handling or wse,

including reasonably forseeable
ingestion by children.”

TOXIC AND HICHLY TOXIC
SUBSTANCES

A "tozic substance” is defined in
the At 2 “any subsance (other

0007-SWP-0000053522
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'm&aupmdoc!umfoa

‘an “irritant’ 10 l\umam, thc
' &zu shall take precedencc
dati ‘

-

substances, while defined in general
terms in the Act, are specifically
exphined in Section 191.1 of the
Regulations.

The Regulations ao define the
terms “substantial personal mury

and use’”. The intent of the three
phrases is to assure protection not
only 10 the purchaser or intended
user of the product, but also ait othery
in the household, espedially chitdren.
A high percantags of children are
prone 10 swallow or tamper weth
hoinehold aids left within thew
reach. .
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The Act does not apply ©
‘economic poisons subject to the
Federal Insecticide, Fungicide, and
Rodemmdc Act; foods, drugs,
and cosmetics subject 10 the .
Federal Food, Drug and Cosmetic
Act; and source materials, special
nudur mund oc by-pcodud

" Ehergy Act of 1954,

fuels when stored in containers
and used in the heating cooking,
ot refrigeration systams of 3 house
are alo exciuded. This: exemption
-applies only 0 contziners which
are intended to be or are
permanenty instlled as part of the
heating, cooking, or refrigeration
mumol s house. Portable

‘public health protection dogs not -

require full compliance. Ay — "' 7=~

manufacturer may request such an

Speciﬁc Exemptions

Substancas intended for use as

exemption, if he belleves he s
entitled to it, by submitting-a request
to the Commissioner of Food and
Orugs. Such requests shouid be
supported by any available data,
including complete quantitative
formyla and physical charactenstics,

. md summma of w pmnous

As explained in 3 previous
paragraph, the Act also provides for
exemption from dassification as a
“Banned hazardous substancy”
of cartain toys and other artides ‘,
intended for use by children, under

Section 191.62 gives the
procedures for requesting an
exemption. Sections 191.63 and
19168 list exemptions that have been
gnanted. ‘
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' SPECIFIC LABEL INFORMATION
REQUIRED

“the Jabel of a hazardous substance ..
st bear the folflowing information:
1. The name and place of business
_of the manufacturer, packer,
distributor, or saller.

sach component that ‘contributes
- subbstantially to its hazard, uniess
hmhmmmm
mhmdamﬂd
name. (When the sole -
from a substance in a seif-

' : prassurized container is that it

generstes

hazard from 2 substance is that it s

flammabie or extremety flammabie,

the name of the component which

" contributes the hazard need not

. be named)

3. The signal word “DANCER" on

- substances which sre extremely
flammable, corrosive, or highly woxic.
4. The signal word “WARNING”

ot “CAUTION™ on all other .

hatardous substances.

S. An affirmative statement of the

principal hazard or hazards; such

MW::WM

pressure, or when the sole

as “FLAMMABLE,” “VAPOR
HARMFUL,” “CAUSES BURNS
“HARMFUL OR FATAL ¥
SWALLOWED,” or similar wording
to describe the hazard

& Precautionary measures
describing the action © be
followed or svoided, except when

7. Immoa. whmmsnrv or
appropriate, for first-aid treatment.
{This may need 10 be suppiemented
with the statement: “Call 2 physican
immediately.™ .

& The word “POISON" and the
skull and crossbones symbol for

- amy highly toxic substance, of

when required by the lmlam
for a special hazardows substance
{sechon 191.70)). i

9..The word “POISON" for alt
substances formerly subject 10 the
Cawstic Poison Act and 50 -
designated by the Regulations
(secoon. 191,109,

-

-
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10 instructions for handling snd
re._in-handling or songe.
The staiement “Xesp Out of

i < }
required on the immediate containe’

=3 77 is required also on the outside

- -  container Or wrapper unless' the
immaediate iner label is easily

. - ligidle outside

~ container Or wrapper.
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DANGER!

EXTREMELY FLAMMABLE
HARMIUL OR FATAL IF SWALLOWED

Os not use or store near hest,
_ 9nm, & open flame. B
Avoid repeaing o prolonged contact with skin o
. mdqu. .
o seulioewd, é8 not induce vomiting.
Colt physicien iewnediately
KEEP OUT OF THR REACN OF CHILDREN




Section 191.101 of the Regulations
spells out requirenenss for location
‘of the waming and other
sinformation, size and
srmdmb'um
nqundsumn.ndolht
dﬂnkdhbddsan,mmac.

rectingle with or without 3
borderline and by use of suitable

- contrast with the background

by typography or: color or both
10 emphasize the signal word, thal
statement of principal hazard or "
mmwmum

4, Suwmldpnwpﬂhludw
hazards (such as "“VAPOR
HARMFUL™ “FLAMMABIE”
“CAUSES BURNS,” etc) shall
appear on the main panel ia.
capital letters of not less thin
12-point type, uniess there is

.insufficent label space w0
‘Whmtuum In

wd\mmmmmemybo
made smaller but 'no smaller than
m‘ and never less than

Gpoimttype. ,
s. mwm‘gmmum

btmaadfooadmmt.
wdi-'udmiwrm
pum Of ——ume—panel.”
This and all ocher required

, -qfoﬂmﬁm shall beu 3 rusomblo

0007-SWP-000005923
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Au'rlrnnnzn

'WARNING.

_m'mm‘ ogrATAUFWAuow

8 gnqhniibai... )
Oo ot sore in cpenad or unlabeled containers
mﬂﬂ'"w“ ol
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sticker must be attached ‘securely
Mﬂl 0 carry ‘through:

“distribution and merchandising
bhdﬁmn”muw

=)

dunacteristics of the artide are
likely to result in its being taken
orally through accident or mistaken
identity.

FIRST-AID INSTRUCTIONS IN CASE
OF INCESTION, CONTACT, OR
OTHER EXPOSURE :
- waming label is 10 prevent personal
injury or damage, instruct:ons 1o be
followed in case of acoidenni
CONLACT OF EXPOsuUre are rnwvd
where the results may be
injurious, where immedian
treatment is highly denradie. 2
and where simple remedial
measures may be Laken wiew by
nonprofessional persons belore
medical assistance is avadable.
instructions should be gven n
terrms of recognized first-ed
procedures based on simpie ~ethods
and commonly available mererals.
Competent medical adwce »nt be
sought in preparing fint-ed miruc.

0007 -SWP—000005933
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tions. In many cases the statement
“Cafl 3 Physician lmmdiauly‘
shouldbtmduded.

‘ HANDLINC AND STOMC!
INSTRUCTIONS
The requirement for handling and
storage instructions, if needed, on
the label reduces d'n hazards
" iinkerent in' ‘crtain products, The
ng an examples:
‘. l:np away from heat and open

L2 wanunmdmmm

nomenclature rather than trade
names;

(3} adequate clinical, pharma-
cological, toxicological, physncﬁ
and chemical data, and other
relevant information such as
complaints of injuries resulting
from the product's use, or

other evidence that would
fumish human upenena data.
The Food and Drug Admnistratioc

cannot conduct toxicity studies

for the purpose of advising
manuficturers whether proposed
labels are satisfactory. Respoauibility
for accumiliting whatever
information is needed in deciding
whether 3 label complies with the
law rests with the sponsor of the
atide.

in 1968, Covt.rm emcod the
Fai

Commission’ mm"bnliw for
regulating certain labeling and

packaging practicss for vanous
mmaamm
Mdmp.mqw
devices. Since many consumer
commodities dassified as hazardo

‘wbsmmucommthmthc

Federal Trade Commission’s |
mmdchoa under FPLA, Belore
hmmlnbohpnnmdmmay
wish 0 consu!t\nth that agency
w td-quuvolm
labels under

|

relatively recent
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POISON
MAY CAUSE DURNS

Reed carshilly caviiens on beck panel
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Enforcement Procedures

and 'emltm

The Act places in the hands of the beginning of the inspection, and’
manufacturer, packer, or distributor, il he takes samples during the

. the responsibility for marketing a inspection, he will give a receipt
properly labeled and otherwise for them. If an analysis is made of -
legal article. The Food and Drug - any sample uken during an
Administration is. always glad . inspection, 3 copy of the results
assist 3 firm or youp in achieving

dﬂnmlymmﬂbohmnhtd

samples of producs from ware-

The Act authorizes FOA inspecion housas or stores or at any point in
0 inspect factories, warehouses, interstate commerca.
and other establishmenm, where ' Prohibited acs under the Federal
 producs subject to the Federal Mazardous Substances Act are
Hazardous Substances Act are Ested in section () of the Act

' packed, They indude (but this Jist is not

or heid for, or after, introduction inclusived:
inO interstate commerce, and (1) introduction or delivery for
vehides used for interstase introduction into interstate
tranmsportation. The inspeciors may commerce of any misbranded
inspect, at reascnable times and hazardows substance or banned
within reasonable limits and in 3 hazardous 3
rexsonable manner, the establish- @ alteration, multilation, or
ment or vehicle and all pertinent other change 10 the label of
equipment, finished and unfinished or the substance itself, while the
materials, and labeling; and may
obtain packsged and unpackaged
‘products, subject 10 the Ace, and
labeling,

| The inspector will fumish the
Owner, 0perator, O agent in charge, .-
with 3 written notice at the :
| 07-SWP-000005937
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anicle is in interstate commerce
.or held for sale after shipment
in interstate commerce, that re-

paid, the product will be re-
leased and the bond money re-

il

(3) He may do nothing. in this
case, IM product will be con-
demned by default and de-
stroyed, or otherwise disposed
of as determined by the court.
CRIMINAL PROSECUTION |
In the event of ¢riminal prosecution,
whether a violative product is

mdumhmnm
Mutmmuumw

who commiti O causes to be -

mmndmdhm»
hibited acts, may be subject ©
trial in 3 Federal court if iprosecy-
tion mmmedmdu\cdcfmdmt
pleads guilty, or is found ;mlvy
afwmal.lnmavbopumhdbv

ampnionmlfandmm

a3 iveluding in individual, pantner
shcpmmaniammn
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terest in hazardous substances.

‘are invited 10 submit 3 request
" for placement on the Federal
" Hazardous Substancas Act mailing

st :

Those on the list receive, free
of charge, reprints of amend-
ment 1w Part 191, Thile 21, CFR,

. inv looseleaf form. in addition,

f&;

Documents, US. Covemment Prin 3
ing Office, Washington;, D.C. 2040.
At $5.50 3 yeur.

OFFICIAL FOOD AND DRUGC
ADMINISTRATION PUBLICATION:
Single copies of the pudlications
listed below are available at no -
charge from the Food and Orug

" Administration, Washingon, D.C.

20204, and at FDA -district offices.
. Hundous Substances Regula-
tions (Part 197, Tite 21, CFR}
Gin looulal form; bound

Printing Offica, Washington, D.C.
20402, ‘
Federal Hazardous Substances Act
Federal Food, Drug, and Caameuc
Act
Ceneral Reguistions for Enforce-
ment of the FOC At
FDAMNO.Ichmnmmud
the FOC Act

The Federal Register publishes
the rules and regulatioms of

mlﬂ!”mmﬂ
b‘phadwi.h&apummd-m
m
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© Federal Trade Commission
Sureau of Deceptive Practicas
(for Fammable Fabric Act,
Fair Packaging and Labeling
Act, and the Federal Trade
Commission Act)
Washington, D.C. 20320

INFORMATION FROM NON- .
FEDERAL COVERNMENT | ACENCIES

0007-SWP-000005940
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New Yok City

203 N. Coverner Stremt
Uchwmond. Virpme D19
Stae O of ag
Divinen ot Dawy, Food and Tises
Ml Farms Stase Office Buiidung
s Averve
Wadrisn, Wincoren $3782

ENFORCEMENT ACENCY

Surasy o Foud ind Drvg

New Yors Gty Deparvment of
Feshh

125 worth Sewet
New York, New York 1001}
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