‘TELEPHONB NATIONAL 8§ - 2388

L~260
Manufacturing Chemists’ Association, Inc.
(POUNDED 1872)
1625 EYE STREET, N. W. PLAINTIFF’S
WASHINGTON 6, D. C. EXHIBIT
CMA-249
Meeting of

LABELS AND PRECAUTIONARY INFORMATION COMMITTEE
Room Number Sié
Sheraton Hotel
Thursday, November 13, 1958
Philadelphia, Pennsylvania

The meeting came to order at 9:30 A.M. on Thursday, November
13, 1958.

MEMBERS PRESENT

Nicholas M., Walker (Chairman), Pennsalt Chemicals Corporation

8. J. Hi1i, E, I. du Pont de Nemours & Co., Inc,

H, H. McIntyre, The Dow Chemlcal Company

J. A. Mooney (for Frank Low), Food Machinery end Chemical
Corporation

Thomas W. Nale, M.D., Unlon Carbide Corporation

John F., Osterritter, M.D., Celanese Corporation of America

Richard F, Philpitt, O0lin Mathieson Chemical Corporation

F. D. Sparre (for Dr. Foulger), E. I. du Pont de Nemours &
Co., Inc.

John B. Tuttle, Esso Standard 0il Company

L. J. Waldbauer, General Anlline & Film Corporation

N. E. Wendt, Amerlican Potash & Chemical Corporation

J. B. Williamson, American Cyanemid Company

James D. Kittelton, Manufaecturing Chemists' Assoclation,
Inc.

MEMBERS ABSENT

Robert H. Dewey, Commerciasl Solvents Corporation

Chester L. French, Mallinckrodt Chemical Works

J. T. Fuess, Eastman Organic Chemicals Dept., Distillation
Products Industries

Edward J. Hogan, Barrett Division, Allied Chemical
Corporatlion

Edward J. Masek, Dlamond Alkall Company

R. G. Troup, J. T. Baker Chemical Co,

N. G. ¥hite, Shell Chemical Corporation
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1.3 ALLIED COMMITTEE ACTIVITIES
1.3.8 AMA .
D 0 1 -Industry Precaut
Labeling Bil1l,

Mr, Walker reviewed for the committee the meeting which
had been held in Ohio on November 5, 1958 and which was attendegq
by representatives of AMA and interested trade assoclations. Mp,
Walker said that those In attendance carefully considered the
bill and areas of agreement were noted. A compromise bill was
then drafted and has been sent to thode who attended.

' In addition to the blll, there wlll be a set of notes
which will discuss certain polints needing elaboration snd will
also Indicate the areas of disagreement. This bill would then
be presented to Jjurisdictions iInterested iIn precautionary label-
ing as a Joint AMA-Industry blll. The LAPI Committee then con-
sldered thls proposed compromise blll., The following discussion
is llsted under the items of the bill discussed.

§CQQQ OI Eill

The firast matter considered was the scope of the bill and
Mr. Walker polinted out that it was proposed to carry a note which
would enable a state to have a choice regarding coverage. Com-
mittee members discusged this and deferred consideration of the
scope of the blll until other parts were considered,

Sectl s}

The committee next discussed the definition of the term
"hazardous chemical substances" and Mr. Walker said that the word
chemical had been added to the term and also that "radioaciive"
had been deleted from the bill. The LAPI Committee agreed with
this action.

Section 2(e)

The committee next considered the definition of "toxic" and
agreed with the wording.

Section 2(f)

The committase next considered the definition of the term
"corrosive” and also agreed with this wording. In the compromise
bill thers would be a statement in a note, that inhalation also
includes aspiration.

ctio

The committee next considered the term "irritant™ and agreed
wlth this wordling which now states that an irritant ~---- fwill
Induce a local Inflammatory reaction." Mr. Sparre saild that Dr.
Foulger especlially liked that wording.
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Section 2(h)

The committee next consldered the definition of the term
"strong sensitizer" and Drs. Nale and Osterritter agreed that
the term needed revision from a technical standpoint. The
Chalrman asppointed the two Doctors to a subcommittee to work
out acceptable wording and this subcommittee later recommended
the following wording:

"The term strong sensitizer means a chemical substance
which will cause on normal living tissue through an
allergic or photodynamic process evidence of hypersen-
sitivity on reapplication of the same chemlcal substance
and which 1s designated as such by the Commissloner,

The Commissioncr shall consider the frequency and
severity of the sensitization reactlon in determining
whether a sensltizing material offers a significant
potentiality for causing such a reaction.”

After discussion of the wording proposed,
It was moved, seconded and voted

THAT, The LAPI Committee recommends that the
definition of "strong sensitizer® be that
developed by Drs. Nale and Osterritter, as
stated above,

Messrs, Tuttle and Williamson voted no on this motion.

Mr. Walker said that he would write Mr. Trichter of New
York City a letter concerning this definition.

Section 2(1)

The committee next considered the terms "“extremely flammable"
and "flammable" and agreed that it would be desirable to join the
twc definitions with the word "snd", and to insert a semicolon
after the phrase "Tagliabue Open Cup Tester" in 1line 6.

After this discussilon,
It was moved, seconded and voted

THAT, The LAPI Committee agrees that the
definitions for "extremely flammable" and
"flammable™ should be as follows:

“The term 'extremely flammable' shall apply to any chemi-
cal substance which has a flash point at or below twenty
degrees Fahrenhelt as determined by the Tagliabue Open
Cup Tester; and the term 'flammable! shall apply to any
chemical substance which has a flash point of above
twenty degrees to and including eighty degrees Fahrenheit,
as determined by the Taglisbue Open Cup Tester; except
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that the flammaeblllty of the contents of self-pressurilzed
containers shall be determined by methods generally ap-
pllcable to such containers and established by regula-
tions issued by the Commissioner.”

Mesars. McIntyre and Tuttle voted no on this motlon.

Section 2( 1)

The commlttee next considered the term "label™ and were
critical of that portion of it which would require precautionary
statements on all accompanying literature "which contains any
written or printed graphic matter.” The committee agreed that
if there were accompanying placards containing 1llustrations or
directions for use that they should have a warning label.

After this discussion,
It was moved, seconded and voted

THAT, Items 1 and 2 iIn the definitlon of
#label" be consolidated so that they would

~read, "(2) on all accompanying literature
where there are directions for use, written
or otherwise,

The commlittee directed that MCA representatives at
the next meeting with AMA, take a strong poslition on this matter,

Section 2(1)

The commlittee next considered the definition of the term
"misbranded package® and agreed that the present wording which
now reads "the common or usual name, gnd the chemical name"
should be changed so that it reads, "“the common or usual name
or chemical name. Committee members believe that any one of
the three names would be sufficlent to snable a Doctor to treat
a patlent.

The committee next considered the use of the signal word
"DANGER" and .

It was moved, seconded and voted

THAT, The term "explosive® be deleted
from the list of substances requiring
the use of the signal word "DANGER."

The committeels reasons for this actlon are that the
term Mexplosive® 1s not covered by the act, and substances of
this type are already adequately regulated by the ICC.

The committee next considered the matter of the number of
days of testing which would be required for accurate results on
test animals. Dr. Nale reported on data which he had obtained
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from Dr. H. Smyth, Jr. of Mellon Institute. Thils indicated that
in a single oral dose to rats, 99.7% of the rats who would
eventually dle, died within seven days. Dr. Nale'!s report is
attached as Appendix A to these Minutes. The committee agreed
that in view of these facts, a seven day period for testing
would be adequate and suggested that MCA representatives take
this position In negotiatlions with AMA.

The committee at this time also considered the matter of
the one gram dosage and concluded that such an amount would be
logical for household chemicals, but would not be for Industrial
chemicals. The reason for this is that a ten kilogram (22 1b.)
chi1ld might be expected to Ingest an emount which this test

would indicate.

Dr. Nale also suggested that three milligrams be used for
inhalation purposes and a dosage of one gram for skin contact
purposes. The Chalrman inquired of Dr. Nale as to what would
be an acceptable flgure 1f AMA does not agree to the three
milligrams for inhalatlion purposes. Dr. Nale replied that he
would not go much above four milligrams.

After this dlscussion,
-~ It was moved, seconded and voted

THAT, The limits suggested by Dr. Nale
for dosages be adopted together with a
seven day period of testing.

Scope of B1l1l

At thls peint, the committee agein discussed the scope of
the blll, and concluded that the dosage concentrations to he
used in ascertaining the use of the signal word "DANGER" are
only acceptable in the case of household products.,

It was moved, seconded and voted
THAT, The LAPI Commlttee's position 1s
that the proposed bill be limited to
hazerdous chemical substances intended
or sultable for household use.
This motion was passsed unanimously.
The committee then discussed the use of the other two

signal words "WARNING" and "CAUTION" and agreed that these two
siznal words should be used on all other chemical substances.

After this discussion,
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It was moved, seconded and voted

THAT, The LAPI Commlttee recommends to
its representatives that the signal word
YWARNING" or "CAUTION" be required on
all other hazardous chemical substances
covered by the proposed bill,

Definition of Polson

At thils polint, the committee dlscussed 1ts position in
regard to the use of the word "poison" iIn the bill and concluded
that it was absolutely essential that a bill contaln a definition

of polson.
After this discussion,
It was moved, secondad and voted

THAT, The MCA definition of polson be
placed in the proposed act itself, and
not simply in a footnote to the act.

This motion was passed unanimously.

It was agreed that in negotiatians with AMA, MCA
representatives are authorized to iIncrease the period of test-
ing for poison from 48 hours to seven days.

Section 2(1)(2)

A polint was ralsed about the reguirement that statements
must be "in English in legible type." It was thought that this
might be somewhat misleading and it would be preferabls to say,
in the English language in legible type."

Mr. Sparre ralsed s polnt sbout the wording of the Proviso
in Section 2(1)(2). This states, "Provided further that the
Commissioner may provide for less . . ., ." Mr. Sparre suggested
that the wording be changed as follows, "Provided further that
the Commlissioner may permit less.” It was the consensus of the
commlittee that thils was a desirable change and should be made.

In preparing the conference draft, the Secretary inadvertent-
1y left out the fact that the proposed bill would not apply to
cosmetics. Therefore, the wording of this Section would read,

"the term 'misbranded package' shall not apply to . . . . packages
of foods, dru§s, and cosmeticg subjJect to the Federal Food, Drug and
Cosmetic Act.

3.0 LABELS-~-SAFETY DATA SHEETS
3.38 Sulfupr
The Chairman sald that MCA was preparing a Safety Data
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Sheet on Sulfur and he asked the opinion of the committee
whether a precautionary label was needed for Sulfur. This question
was given conslideration and 1t was declded that Sulfur would not

require a precautionary label.
4.0 XNEW LABELS

L.7 DRiethylenetriamine

The Chalrman stated that he had also recelved a draft on
Diethylenetriamine and that he belleved the label in Manual L-1
for this chemlcal needed some revision. The Secretary was in-
structed to ascertain 1f the draft contained the final medical
section. When thls 1g avallable, Mr. Wslker willl appoint a sub-
committee to draft a new label for the chemical,

MISCELLANEQUS
tter fro terle of Flopid

The committee discussed a letter which had been received
from Mr. Winterle of the State of Florida, a copy of which 1is
attached as Appendix B to these Minutes,

Dr. Nale pointed out that under the MCA definition of
polson, there was no justification for the use of the word poison
on the label for Paraformaldehyde. Some state pharmac¥ laws require
the word polson on Paraformaldehyde and this is the reason for
placing 1t on the suggested label.

The Secretary was Instructed to answer Mr, Winterlets
letter, polinting out the reason why the word poison appears on
the suggested MCA warning label. The Secretary should also indi-
cate that LAPI is concerned about the use of a shakertop con-
tainer from the standpoint of danger to children. Directions for
use of this product should be very carefully drawn up.

It was algo suggested that the Secretary emphasize
that MCA 1s primarlly concerned with industrial chemicals and
that thls problem might be referred to the Chemical Specialties
Manufacturers Association. Another suggestion made was that Mr.
Winterle contact the U, S. Department of Agriculture and ask
their opinion as to what labeling they would require if asked to
register the product.

Jameg D. Kittelton
Secretary

Labels and Precautionary
Information Committee

Minutes Subject to Approval
November 28, 1958

JDK/ jmb
ATTACEMENTS (2)
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copY STATE OF FLORIDA 1004
DEPARTMENT OF AGRICULTURE
CHEMICAL DIVISION

J. J. Taylor
State Chemist

Post Office Box 408
TALLAHASSEE

29 QOctober 1958

Manufacturing Chemists' Association, Inc.
1625 Eye Street, N, W.
Washington 6, D. C.

Gentlemen:

It will be appreciated if you will give us any information that
you may have developed regarding paraformaldehyde and the recom-
mended warning statements as shown on page 62 of your 1956
edition of Warning Labels.

The reason behind our request is the distribution of a 100%
paraformaldehyde product in a shakertop can for household use
and which shows no active ingredlent statement or warning state-
ment,

I feel sure that we can obtain proper labeling of this product
but we cannot Justify the use of a shakertop can for dispensing
the 100% product under mattresses, under cushions on overstuff-
ed furnliture, etec.

We of course recognlze the danger of a formsldehyde solution

and the likelihood of someone drinking it by mistake but do you
think there is the danger present 'in the case of paraformaldehyde
to warrant the use of the same warning statement and symbols on
the granular product as on a liquid solution.

We will certainly be glad to have any help you can give us on
the above matter.

Yours truly,

Jd. J. TAYLOR
State Chemist

E. R. Winterle
Director, Pesticide Lab.
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