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Hearing Clerk

Department of Health, Education
and Welfare

Food and Drug Administration

Room 6-86

5600 Fishers Lane

Rockville, Maryland 2085:

Re: Substances in Food Contact
Articles in the Houschold,
Food Scrvice Establishments,
and Food Disoensing Equip-
ment; Food Additive Status
(39 Fed. Reg. No. 72, pps.
13285-13287)

. Dear Sir:
Responsive to the above-referenced Food and
Drug Administration Notice of Proposed Rulemaking pub-
lished on April 12, 1974, The Society of the Plastics
Industry, Inc. (3PI), by its attorneys, and acting
‘*:ough its Food, Drug and Cosmetic Packaging Materials

1/

~mittee,  hereby respectfully submits its views with

—

1/ the Scciety of the Plastics Industry, Inc. (SPI) is a
Corroration organized under the Membership Corporation Lawv

of the State of New York. It is composed of approximately

1400 member companies and individuals who supply raw nate-

riale; process or manufacture plastics or plastics vproducts;
engincer or construct molds or similar accessory equipment

for tl.e plastics industry; and engage in the manufacture

of wmachinery used to rake plastics products or matcriols

of all types. SPI is the major national trade associction(cont'c
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regard to the proposced amendment to Part 121 of the Focd
and Drug Administration's Regulations which would add
Section 121.14 thereto.

I
Statemcnt of Position

1. It is the position of The Society of the
Plastics Industry, Inc. that the instant proposal, the
avowed purpose of which is to do away with what has be-
come known colloquially as the "housewares exemption"
from the coverage of the Food Additives Amendment of
1958, is:

(1) Ill-conceived and far too broadly
framed to accomplish what might
otherwise be a worthwhile objective;

(2) Would, if adopted, violate basic
precepts of statutory construction
and defcat a clearly stated Congres-
sional intent;

(3) Broaden FDA regulatory authority so
as to make the law, and particularly
the Food Additive Regulations, even

/ (cont'd) Of the plastics industry, its membership becing
responsible for an estimated 75% of the total dollar volume
of sales of plastics in this country. The Food and Drug
Admiaistration is quite familiar with the constitution and
activities of the Society as a result of our many filings
and participation in other proceedings of direct conscquence
to plastics producers. Copies of SPI membership direcctorics,
organ.zation charts, and the like have been supplied to FDA
in connection with some of these filings. Any further
background inforrmation desired can be supplied immediately
upon .cequest.
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(4)

4 (5)

2.
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more uncnforceable in any way that
could remotely be considered clcar
and even-handed;

Bring within regulatory, and hence,
questionable lecgal status a host of
products never intended by Congress
to be regulated by FDA; and

Leave wholly unanswered a fundamental
question which urgently requires defi-
nition and yet has remained unranswered
for at least the past thirteen or four-
teen years, while making it appear that
this question is a simple one that will
effectively delimit the application of
the instantly propcsed rule, [This
qguestion, of course, is the one of when
FDA will move forthrightly, publicly
and definitiv:ly to state the premises
upon which a potc itially affected party
can confidently corclude in good faith
that, under specified intcended condi-
tions of use, a substance may not
reascnably be expected to become a
compenent of foods and, hence, is not

a Food Additive so that it need not

be dealt with through the cumbersome,
expensive and inordinately time con-
sumirng Food 7Jdditive Petition-Regula-
tion Promulgation process.]

It should be clearly understood that the

Society does not take issue with the Food and Drug XAdmin-

ist:ration's desire to prevent food contamination by sub-

stances such as lead or similar known toxic materials. We

recpect.fully submit, however, that this objective can be

achicwved by much more pin-pointed rulemaking or selective

enforcement action than is being proposcd here. FDA could

easily and effectively accomplich its aims by use of its
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considerable voluntary recall or involuntary seizure

powers to bar such known toxic substances from use in
dinnerware or cooking utensils when occasions so require,
rather than cast doubt on the status of a host of matec-~
raals and products which have never created a probler

and are simply not worthy of the kind of government and
indastry cosc and effort that always accompanies full-
scale Food Additives Peltition treatment.

3. Finally, yet perhaps most significantly,

great exception is taken to a wholly misleading inferorce
spread throughout the preamble to the Section 121.14
proposa', and included in the Section itself, this infer-
Qence be .ng that it is a simple matter to decide when a
fubstancn is not subject to FDA regulation because it
may not. reasonably be expected to become a component of
foods. Weve it in any realistic sense true that the Food
and Drug Adrinistration had some recognized and known
criteria which would enable any interested party to de-
termine when a substance may be considered a non-migrant,
ergo a non=-acditive, the instant proposal would still be
| in direct corflict with our view of Congressional intent
but might not be considered of such grecat consequence,

or so unreasor.able. The fact is, hovever, that in

actual practice the DA Staff will scldom agree that
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anything which might contact food in any way need not lc
considered a food additive because it may got reasonabl:
be expected to become a componcnt of food.d/ So long as
this situation remains fluid and undefined, and the por-
sistent nemesis which it has been since at least 1960,
it is our view that rulemakings like the instant one

should be abandoned in favor of realistically narrow

propcsals, or enforcement action where a true health

Nazard is presented.

2/ Inaz2ed, at one time, the then Deputy Cormissioner of
" FDA, Jchn L. Harvey, candidly stated in an address given
at Rutgzrs Unlversity on January 18, 1962 that: ",.,.if
there [is] enough reason to run extraction studies on
packauirg or equipment materials, why shouldn't 1t bhe
conclud:i that 1t would be reasonable to expect that the
substances involved would, in fact, hecore a part of the
food? Since the law refers to 'reascnably to be expactcd'
ve ther began to advise those who asked that we were not
in a rosition to give them a letter which would absolve
their proc-ict from any responsibility from under the Food
Additives ..mendment but instead sucgested that they file
etitions. That is the present status of this item."
(Emphasis supplied.) Harvey, Food Additives and Regulations,

17 Food, Drug Cosmetic Law Journal 275 (April, 1962.)

In theory this almost unbelievable legal conceptualization
has; been abrogated by subseguent informal communicaticns
such as the go-called "Tom Brown Letter" of August 21, 1970,
a copy of which is attached hereto as Appendix A, Despite
~thie existence of this letter and other pronouncements by

' t'ae Assistant General Counsel, Food, Drugs and Environrental
Health Division, of the Department of Health, Education and
"Welfare, Mr. Peter Barton lutt, in specific cases, thc fact
is that there is no clecar Food and Drug Administration
policy or guantitative guideline to stecr those who must
make decisions on when a food additive problem is at hand
or not,
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The Food and Drug Administration's Contention That
the Legislative llistory of the Food Additives
Amendriont of 1958 Does not Support the So-called
"Housewares Excmption" is Erroncously Premised, Requires
Specious and Circuitous Argumentation, and Ignores
Well Accented Principles of Legislative Interpretation

4. As is conceded in the April 12 notice pub-
lished in the Federal Register, during the floor debate
on the Food 2dditives Amendment of 1958, the Congressrman
who chaired essentially all of the hearings leading tc
the ehactment of the law, and the Floor Manager for the
Food Aidditives Bill, H.R. 13254, Mr. John Bell Willjars,
stated without equivocation that the bill was "not in-
tended, for exarmple, to give the Food and Drug Adminicstra-
’ cion autority to regulate the use of components in dinner-
ware or cordinary eating utensils." We respectfully submnit
that 2:< is entirely specious to argue away from Mr.
Williams' statement, ignore the emphasis on the termin-
ology "for example" and some 16 years later revise a
legislati-e interpretation so as to expand the Food and
Drug Administration's powers over articles of commerce,
maay of which might present only the remotest possibility
of adding any component to foods.
5. In the April 12 notice of proposed rulemaliing

: FDA has set forth various rationales to justify expansion
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of its statutory authority; neverthelers its conclusion
is in dircct contradiction to the lcecgislative intent undocr-
lying pazsage of that part of the 1958 Food Additives
Lnendment relevant to indirect additives. The fact is
that Corgressman Williams clearly sought to explain in
part what was meant by the implied exclusion in the law
ags to food contact articles not reasonakly expected to
becone components of food when he said, and we repeat for
2mphasis:

"This bill is not intended, for example,

to give the Food and Drug Administration

authority to regulate the use of components

in dinnerware or ordinary eating utensils."
’ [Congressional Pacord, 104:17418.]

5. In statutory interpretation, it is a well-
recognizcd principle that legislative intent must be

recc:nized. The Supreme Court in U.S. v. Congress of

Industrial Organizations, 68 S. Ct., 1349 (1948), held

that. the purpose of Congress is the dominant factor in
determining the meaning of a statute, while another

federal courc in Gruver v. Commissioner of Internal Revenue,

142 F. 2d 362 (4th Cir. 1944) held that statutory terms of

‘ variable mearing must be construed in harmony with legisla-
{ tive purpose. 1In another case, it was held that in de-
1)

termining whether a situation is within the purview of a
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statute, the court is to put itself, so far as it can, in
the position of the Congress that enacted it and decide
whether or not the Congress would have declared the situa-

tion was covcred by the statute, Calley v. U.S., 272 r.2nd

443 (2d. Cir. 1960).

7. Further, it is clear that the scope of a
statute 1s not to be expanded by an overly broad¢ inter-
prctatz:ion. Thus, in Commissioner of Internal Revenue v,

3/
MoGuire, 111 F.2d 843, 845  (7th Cir. 1940), the Court

ctated:
"...where language is used [in the statute)
which admits of more than one meaning, it is
to be taken in such secnse as will conform to
the scope of the act and carry out the purpose
of the statute, being mindful, however, that
it is not permissible under the pretense for
ir terpretation to make a law, either by ex-
tension or restriction, which shall depart
from legislative intent. In such a situa-
tion, resort to aids outside the language
ites:lf is necessary." [Emphasis supplied.]

8. The language of these cases is wholly apt here
where a very specific statement made at the time of the
paw's enactmcnt leaves no real doubt of the intent to
exclude housewares and similar articles from the gencral

provisions of the Williams Amendment. In the face of the

; 3/ hffirmed 61 §.CL. 789, rohearing denied 61 S.Ct. 936.
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patently stated exclusionary intent of Congress, FDA'c
contrary argument can only be characterized as- torturcd
and speciou:z.

9. It is strangely bas~d in part upon use of tho
"iacidental additives"™ definition, which includes in the
coverage of the Act those substances "which may reasonably
be expected to becomc a component of any food." FDA
argues that housewares may be sources of substances that
beccr 2 componcnts of food. It is true that the "incidzn=al
additive" definition is directed towards the destination
of the additives, i.e. whether they might hecome a compcnent
of food or not, rather than the source of additives. It is
also tcu=2 that the statute is silent as regards the socurce
question generally but it is submitted that the silenca
in the case of housewarcs was very effectively and in-~
tentionally broken on the Floor of the House. In such
situations of statutory silence or ambiguity, resort
must be made to clear evidence of legislative intent.

Here Congressman Williams' statement in the Congressional

Record, which certainly constitutes a firm statement of
intent, specifically exempts housewares from coveraga.
10. DA also argues that were it the intention of

Congress to exompt housewares, it would have done so by
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spocifically enumerating housewares in the list of ex-
emptions in Section 201(s) of the Act. However, housc-
wares as an "item" arce not in the same vein as the othor
«tems excluded under Section 201(s) of the FDA statute.
All of the exemptions listed in that Section are either
enunerated ky allusion to scientific precepts, or covered
by enother federal statute or by different sections of
the Food, Drug and Cosmetic Act. Thus, the exemption
list in 201(s) would have been a.. inappropriate place to
list housewares (unless the Consumer P:duct Safety Act
. had been law at the time) and FDA's attenuated reliancec
‘on the obscuce of housewares in the 201 (s) exemption list

is inapt.

I11

There is no Need for the Food and Drug
Administration to Adopt the Instant Rulemaking
Since its Other Considerable Powers Can be
Used to Deal With any Public Health Hazard Presented
Without Forcing a Preclearance Procedure on
Innccuous Substances or Products

"1l. As is indicated in the preamble to the pro-
posed new Section 121.14, "FDA has for scveral years
conducted a w.idely publicized regulatory program against...

gproducts" like migratory substances in pottery, dinner-

ware, enamel ware or pewter, To the best of our knowlcdge,
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this program has bcen or could have becn conducted und-zr
the virtually plenary powcrs given FDA under the provig-
ions of Section 402 of the Federal Food, Drug and

Cosmetic Act, as amended, to proceed in situations where
hazards to public health are concerned. This section
makes it quite clear that FDA has the power to seize foods
wnicii are adulterated and industry has conceded, as a
practical matter, that this power may reasonably be
exercised so that FDA can order recalls or seize any food
contact materials where there is a valid reason to believe
that the same will add a poisonous or deleterious sub-
stance :» foods.

In light of the general effectiveness of this
gpproach, it is difficult to understand why further
autherity is now needed. At the very least, if such
fauthority is truly required, taking into account the
i broad powess given the Consumer Product Safety Commission
zrelative to all types of articles intended for household
use, the rood and Drug Administration should seek the
authority it believes it requires from Congress instead

!faf arrogating such power in a rulemaking proceeding vhich

¥ is so obviously extra-statutory.
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12, On this ground also, it is submitted
that the instant propocal is unnececsary, illegal in

conception, and should be akandoned forthwith.

Iv
The Adoption of the Proposal Will
Further Complicale and Confuse Statutory

Interpretation, Disrupt Important Commercial
Relationships, and Perpetuate a Basic Regulatory

Dilemma Which has Been Widely Discussed While

Remaining Unresoclved Since Shortly After the
Enactment of tho Food Additives Amendment of 1958

13. Once again, a seemingly straightforward
Food and Drug Administration rulemakirg proposal has
brought into focus the increasingly intolerable burden
which i:dustry has becn forced to face since Food and Drug
officizls began in 1960 to cast a cloud over that very
important nart of the Food Additives Amendment and the
Food and Drug Administration's Regulations which state, in
effect, that a substence is not a food additive unless it
"may reascnaply be expected to result, directly or indirect-
ly, in its becoming a component...of any food." Since at
least 1966, representatives of industry, including the
undersigned, have decried the Food and Drug Administra-

"tion's unrcascnable intcrpretations of Scction 201(s) of
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the Act and Scction 121.1(e) of the Focd Additive
Regulations.é/

14. Rather than burden this set of Comments
w,.th another recital of industry's continuing guandax,
in this respect, the Food and Drug Administration is
asked to consider incorporated by refercnce herein the
v~linineus Comments submitted to FDA on lNovember 6,
1967 in response to the then proposed and never subse-
quently acted upon Food Additive: Procedu.al Regulaticns
(32 Fed. Reg. 152 p. 11443 et sco.). In this docurment,
the checkered history of the varying interpretations

. affordec the phrase "reasonably...expected to result,

direct.y or indircctly, in its becoming a component...of
any fcod" was discussed at great length, and an urgent
plea for definitive action was made.

15. ©Subsequently, and partly as a result of
Congressional! inquiries, the Food and Drug Administration
callcd the National Conference on Indirect Food Additives

wh-ere the entire problem of defining what is an indirect

4/’ See american Chemical Society Division of Organic
Coatings and Elastics Chemistry Papers Presented at the
i New York Meeting, September, 1966, Vol. 26, No. 2.
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food additive was discussed and rccorded in a two-volu: -
transcript presumably resting in the FDA files.é/

16. During and after this Conference, the Com-
missioner of the Food and Drug Adminicstration and the
members of its Staff committed FDA to take action which
would clarify the question of when a non-food article is
or is not to be considered a food additive.

17. Still later, in May of 1969, industry was
informally presented with a proposal commonly referred
tc as the "Ramsey preoposal," it beinrg stated in the cov-
erirg letter executed by the then Assistant Director for
Regulatory Programs of the Bureau of Science, L., L. Ramsey,
, that ‘:he informal proposal was intended to bhe responsive to
the imvortunings of indust>y prior to and during the National
Ccnference on Indirect Food Additives.é/ Nonetheless, and

or reasons which have never been fully explained or even

coherently disclosed, no version of the "Ramsey proposal”

has ever Lsen published as a proposed or final rule.

5/ Copies of this franscript, as well as the aforementioned
Comments of The Society of the Plastics Industry, Inc. in
the Food Add_.tives Procedural Regulations rulemaking are
available to FDA immediately upon request should the Agency
be unable to locate its own copies conveniently.

6/ In an excel.ent paper centitled The Food Additive Problem
of Plastics Used in Food Packaging, Br. Ramscy (cont'u)

’
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18. As a result of the Food and Drug Admin-
istration's failure to deal with this issue, industry
remains in a constant state of uncertainty as to when a
food additive problem is presented where food contact
surfaces or packages are involved. So long as this
situation per. ists, and so long as food processors
understandably demand assurance that a product meets
Food and Drug Administration reguirements, it is totally
ineéuitable and misleading for FDA to take the positicn

" that a rulemaking of the type at hand here will not
, create virtual haveoc in the marketplace because: "Of
course, if there is no migration of a substance to
food...the substance is not a food additive and no
Petiticn is required.”

19. The fact is that the Food and Drug
Adminictration will rarely concur in a no-migration
conclusion and, instead, will almost invariably insist
on a Food adcitive Petition to establish the status of

a food contact article or compenent thereof. This, in

6/ (Con'td.) explained much of the background which

led to his proposal and reported on its status in 1969,

A complete copy of this paper, delivered at the National
Technical Conference of The Society of Plastics Encincers
meeting in Dallas, Texas on November 4-6, is attached to
this set of Comments as Appendix B.
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turn, can impbse upon a party manufacturing something

as innocuous as doilies, general purpose pails or jars,
or ordinary dishes the necessity for spending very sul-~
stantial amounts of time and money on acquiring and pre-
senting the data for a Food Additive Petition, after
which the expectation must be that a Regulation will nct
be promulgated in less than 184 dayszjeven if the peti-

vion is "perfect," which is seldom the case in light cF*

FDA's constantly changing demands for supporting data.

7/ See Transcript of Proceedings, Seminar--Food and
Druy Administration/Society of the Plastics Industr.,
inc., June 18, 1971. On page 128 of that transcuiipi, lNr.
Natharicl Geary of the Food and Drug Administration Staff
cmndidly reported on an internal FDA study of petition
processing and noted, in part, as follows:

"Our sample looked at the pctitions
that were good and sailed through.

"We found the average time of the
sample was 184 days to get the thing
through the Agency. This is four
days over the upper extension of the
statutory limit."

It is possivble that some improvements may have been made
in the Food and Drug Administration's processing of
"perfect" iicidental food additive petitions since the
time of Mr. Seary's statement but, if so, this has not
becen noticeanrle, On an average, it has bcen our expceri-
ence that aln2st no petitions are processed within 180
days. We would estimate that since the enactment of the
Food Additives Imendment some type of averaging of potitic:.
proccssing tine for incidental food additives petitions
would probably show a mean of from one to two years, or
more.
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* * *
The foregoing prer 'ses considered, and unless
and until such time as definitive action along the linos
of that suggcsted by Mr. Ramsey in his May 6, 1969 letcer
is taken, we respectfully submit that rulemakings of the
type here contemplated should be abandoned or indefinitely
delayed.
Respectfully submitted,

774
%ﬂd;&/ﬁ; é{jma;ﬁr/

eneral Counsel for
The Society of the Plastics
Industry, Inc.

iOf Ccunsel:
'Keller and Heckman

1150 Seventeenth Street,
Washirgton, D. C, 20036
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