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Dr. Karl A. Hochschwender
American Hoechst Corporation

Post Office Box 2500 ‘./0 )
Somerville, New Jersey 08876 /kJ ‘4
<
Re: Proposed Regulation of N 2
Food-Cont. ot Articles in v

the Houseliold; 39 Fed.
Reg. 13285, et seq.

Dear Karl:

Firstly, once again I find it necessary to
apologize to you and all of the members of the Food,
Drug and Cosmetic Packaging Materials Committee for
moving in a manner not comporting with previous in-
dications. You will recall that we wrote to everyone
on April 16 shortly after the referenced Food and Drug
Administration proposal was published and indicated
in our letter that we would attempt to pre-circulate
draft Society of the Plastics Industry, Inc. Comments,
and a rulemaking Petition of our own looking once
again towards trying to do something about the increas-
ingly intolerable lack of clarity relating to FDA's
interpretations of when a substance may not reasonably
be expected to become a component of foods.

Due to the circumstances which I am counting
on all of you to understand--the VCM and PVC crisis
which has been commanding almost all of our time and
attention and is being handled in a very compressed
time frame because of the hearing schedules set by the
Occupational Safety and Health Administration--we were
simply unable to prepare Comments or a Petition in time
to circulate the same in May. The fact is that we have
drafted a Petition but do not feel it is ready for
circulation yet so we will continue to refine it and
attempt to send a draft to the Committee in due course.
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Obviously, there is no deadline for filing such a
Petition so we will have an opportunity to get every-
one's views before such a document is filed.

On the other hand, the deadline for the filing
of Comments in the "housewares exemption" proceeding is
today so we completed a set of Comments over the weekend
and have now submitted them to the Food and Drug Admin-
istration. While we would certainly always prefer to
pre-circulate any formal filing before it is made, in
this instance we have taken the chance that our nearly
eighteen years of working with the Food, Drug and Cos-
metic Packaging Materials Committee has given us
sufficient insight into the general wishes of the group
to permit our submitting the statement with reasonable
confidence that no one on the Committee will find the
positions taken substantively objectionable,

We believe that the Comments reflect the tenor
of the Committee's members that has been expressed about
the "housewares exemption" as an individual item, and
FDA's "no-migration"™ posture as a prevailing and pervad-
ing problem in a general and continuing way. At this
juncture, all that we can really do is hope that those
receiving copies of this letter will agree although we
invite any comments since we probably could advise Food
and Drug in some way or another in an additional state-
ment if there is disagreement with the views we have
enunciated. In any case, we are herewith sending a com-
plete set of what we have already filed to every member
of the Committee.

One final observation is probably in order
here. We seriously doubt that the Comments we have
filed will have great impact on the instant rulemaking
procecding. Instead, we would anticipate that Food and
Drug might simply re-enunciate its willingness to accept
some sort of Petition for more definitive treatment of the
"no-migration" problem while moving forward with the
elimination of the "housewares exemption." Nevertheless,
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the Comments might serve the useful purpose of again
focusing attention on one of our major problems so that
when we do finally present something in the form of a
Petition, additional groundwork will have been laid.

Our apologies once more to all of you for the
unusual procedure we have employed in this instance.
We will certainly try to avoid being placed in this
position again and hope that everyone will be reasonably _
understanding taking into account all of the circumstances.

Corgially yours,

Gone Y Db

Enclosure

cc: SPI Food, Drug and Cosmetic
Packaging Materials Committee
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Hearing Clerk

Department of Health, Education
and Welfare

Food and Drug Administration

Room 6—-86

5600 Fishers Lane

Rockville, Maryland 20852

Re: Substances in Food Contact
Articles in the Houschold,
Food Service Estaklishments,
and Food Dispensing 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. (SPI), by its attorneys, and acting
through its Food, Drug and Cosmetic Packaging Materials

1/

Committee,  hereby respectfully submits its views with

1/ The Socicty of the Plastics Industry, Inc. (SPI) is a
Corporation organized under the Membership Corporation Law

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

1400 member companies and individuals who supply raw matce-

rials; process or manufacture plastics or plastics products;
engineer or construct molds or similar accessory equipment

for the plastics industry; and engage in the manufacturc

of machincry used to make plastics products or matericls

of all types. SPI is the major national trade association(cont'c
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regard to the proposed amendment to Part 121 of the Fccd

and Drug Administration's Regulations which would add

Section 121.14 thereto.

I
Statement 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 colloguially 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 defeat a clearly stated Congres-
sional intent;

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

1/ (cont'd) of the plastics industry, its membership being
responsible for an estimated 75% of the total dollar volume
of sales of plastics in this country. The Food and Drug
Administration 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 conscquance
to plastics producers. Copies of SPI membership dircclorics,
organization charts, and the like have been supplicd to DA
in connection with some of these filings. Any further
background information desired can be supplied immediately
upon reguest.
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more uncnforceable in any way that
could remotely be considered clear
and even-handed;

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

(5) Leave wholly unanswered a fundamental
question which urgently requires defi-
nition and vet has remained unanswvered
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 propesed rule. [This
question, of coursc, is the one of when
FDA will move forthrightly, publicly
and definitively to state the premises
upon which a potcitially affected party
can confidently conclude in good faith
that, under specified intended condi-
tions of use, a substance may not
reasonably bhe expected to become a
component 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-
suming Food 2dditive Petition-Regula-
tion Promulgation process.]

2. It should be clearly understood that the
Society does not take issue with the Food and Drug Admin-
istration's desire to prevent food contamination by sub-
stances such as lead or similar known toxic materials. We
respectfully submit, however, that this objective can be
achieved by much more pin-pointed rulemaking or selective
enforcement action than is being proposed here. FDA could

easily and ecffectively accomplish its aims by use of its

AST PR 0003228



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 mate-
rials and preducts which have never created a problem
and are simply not worthy of the kind of government and
industry cost and effort that always accompanies full-
scale Food Additives Petition treatment.

3. Finally, yet perhaps most significantly,

great exception is taken to a wholly misleading inference
spread throughout the preamble to the Section 121.14
proposal, and included in the Section itself, this infer-
ence being that it is a simple matter to decide when a
substance is not subject to FDA regulation because it

may not reasonably be expected to become a component of
foods. Were it in any realistic sense true that the Food
and Drug Administration 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-additive, the instant proposal would still be
in direct conflict with our view of Congressional intent
but might not be considered of such great consequence,

or s¢O unreasonable., The fact is, however, that in

' actual practice the FDA Staff will seldom agree that
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anything which might contact food in any way need not Lc
considered a food additive because it may not reasonably
be expected to become a component of food.g/ So long as
this situation remains fluid and undefined, and the pecr-
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

proposals, or enforcement action where a true health

hazard is presented.

2/ Indeed, at one time, the then Deputy Commissioner of
FDA, John L. Harvey, candidly stated in an address given
at Rutgers University on January 18, 1962 that: ",,.if
there [is] enough reason to run extraction studies on
packaging or equipment materials, why shouldn't it bhe
concluded that it would be reasonable to expect that the
substances involved would, in fact, become a part of tne
food? Since the law refers to 'reasonably to be expected’
we then began to advise those who asked that we were not
in a position to give them a letter which would absolve
their product from any responsibility from under the Food
Additives Amendment but instead suggested that they file
petitions. 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 theoxy this almost unbelievable legal conceptualization
has been abrogated by subsequent informal communications
such as the so-called "Tom Brown Letter" of August 21, 1970,
a copy of which is attached hereto as Appendix A. Despite
the existence of this letter and other pronouncements by

the Assistant General Counsel, Food, Drugs and Environumental
Health Division, of the Department of Health, Education and
Welfare, Mr. Peter Barton Hutt, in specific cases, the fact
is that there is no clear Food and Drug Administration
policy or guantitative guideline to steecr those who must
make decisions on when a food additive problem is at hand
or not.
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IT
The Food and Drug Administration's Contention That
the Legislative History of the Food Additives
Amendment of 1958 Does not Support the So~called
"Housewares Exemption" is Erroneously Premised, Requires
Specious and Circuitous Argumentation, and Ignores
Well Accepted 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 Additives Amendment of 1958, the Congressman
who chaired essentially all of the hearings leading to

the enactment ¢f the law, and the Floor Manager for the

Food Additives Bill, H.R. 13254, Mr. John Bell Williams,

stated without equivocation that the bill was "not in-

tended, for example, to give the Food and Drug Administra-

tion authority to regulate the use of components in dinner-

ware or ordinary eating utensils." We respectfully submit

that it 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
legislative interpretation so as to expand the Food and
Drug Administration's powers over articles of commerce,

many of which might present only the remotest possibility

of adding any component to foods.

5. In the April 12 notice of proposed rulemaking

FDA has set forth various rationales to justify expansion
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of its statutory authority; nevertheless its conclusion
is in direct contradiction to the legislative intent under-
lying passage of that part of the 1958 Food Additives
Amendment relevant to indirect additives. The fact is
that Congressman Willia..s clearly sought to explain in
part what was meant by the implied exclusion in the
as to food contact articles not reasonably expected to
become components of food when he said, and we repeat for
emphasis:

"This bill 3s 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 Record, 104:17418.]

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

recognized. 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 court in Gruver v. Commissioner of Internal Revenuc,

142 7. 24 363 (4th Cir. 1944) held that statutory terms of
variable meaning must be construed in harmony with legisla-
tive purpose. In another case, it was held that in de-

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, ir
the position of the Congress that enacted it and decidc
whether or not the Congress would have declared the situa-

tion was covered by the statute, Calley v. U.S5., 272 I.2nd

443 (2d. Cir. 1960).

7. Further, it is clear that the scope of a
statute is not to be expanded by an overly broad inter-
pretation. Thus, in Commissioner of Internal Revenue V.

3/
McGuire, 111 F.24 843, 845 (7th Cir. 1940), the Court

stated:

",...where language is used [in the statute]
which admits of more than one meaning, it is
to be taken in such sense 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
interpretation 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
itself 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
law's enactment leaves no real doubt of the intent to
exclude housewares and similar articles from the general

provisions of the Williams Amendment. In the face of the

3/ Affirmed 61 S.CL. 789, rehearing denied 61 S.Ct. 936.
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patently stated exclusionary intent of Congress, FDA's
contrary argument can only be characterized as tortured
and specious.

9. It is strangely bascd in part upon use of the
"incidental additives" definition, which includes in the
coverage of the Act those substances "which may reasonably
be expected to become a component of any food." FDA
argues that housewares may be sources of substances that
becomz2 components of food. It is true that the "incidental
additive" definition is directed towards the destination
of the additives, i.e. whether they might become a componcnt
of food or not, rather than the source of additives. It is
also true that the statute is silent as regards the sourcs
question generally but it is submitted that the silence
in the case of housewares 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 coverage.
10. FDA also argues that were it the intention of

Congress to exempt houscwares, it would have done so by
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specifically enumerating housewares in the list of ex-
emptions in Section 201 (s) of the Act. However, housec-
wares as an "item" are not in the same vein as the other
items excluded under Section 201 (s) of the FDA statute.
All of the exemptions listed in that Section are either
enumerated by allusion to scientific precepts, or covered
by another federal statute or by diiferent sections of
the Food, Drug and Cosmetic Act. Thus, the exemption
list in 201(s) would have been an inappropriate place to
list housewares (unless the Consumer Product Safety 2Act
had been law at the time) and FDA's attenuated reliance
on the absence of housewares in the 201 (s) exemption list

is inapt.

111

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
Innocuous Substances or Products

11. As is indicated in the preamble to the pro-
posed new Section 121.14, "FDA has for several years
conducted a widely publicized regulatory program againct...
products" like migratory substances in pottery, dinner-

ware, enamel ware or pewter, To the best of our knowlcdge,
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this program has been or could have been conducted uncer
the virtually plenary powers given FDA under the provis-
ions of Section 402 of the Federal Food, Drug and

Cosmetic Act, as amended, to proceed in situations whecre
hazards to public health are concerned. This section
makes it quite clear that FDA has the power to seize foods
which 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 gdd a poisonous or deleterious sub-
stance to foods.

In light of the general effectiveness of this
approach, it is difficult to understand why further
authority is now needed. At the very least, if such
authority is truly required, taking into account the
broad poweis given the Consumer Product Safety Commission
relative to all types of articles intended for household
use, the Food and Drug Administration should seek the
authority it believes it requires from Congress instead
of arrogating such power in a rulemaking proceeding which

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

conception, and should be abandoned forthwith.

v
The Adoption of the Proposal Will
Further Complicate and Confuse Statutory

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

Dilemma Which has Been Widely Discussed While

Remaining Unresolved Since Shortly After the
Enactment of the Food Additives Amendment of 1958

13. Once again, a seemingly straightforward
Food and Drug Administration rulemaking proposal has
brought into focus -the increasingly intolerable burden
which industry has been forced to face since Food and Drug
officials began in 1970 to cast a cloud over that very

important part of the Food Additives Amendment and the

Food and Drug Administration's Regulations which state, in

effect, that a substance is not a food additive unless it
"may reasonably 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 unreasonable interpretations of Section 201(s) of
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the Act and Section 121.1(e) of the Focd Additive
Regulations.é/

14. Rather than burden this set of Comments
with another recital of industry's continuing quandary

in this respect, the Food and Drug Administration is

asked to consider incorporated by reference herein the

voluminous Comments submitted to FDA on November 6,

1967 in response to the then proposed and never subse-
guently acted upon Food Additive: Procedural Regulations
(32 Fed. Reg. 152 p. 11443 et seq.). In this document,
the checkered history of the varying interpretations
afforded the phrase "reasonably...expected to result,
directly or indirectly, in its becoming a component...of
any food" 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
called the National Conference on Indirect Food Additives

where the entire problem of defining what is an indirect

ﬁ/ See Amcrican Chemical Society Division of Organic
Coatings and Plastics Chemistry Papers Presented at the
New York Mceting, September, 1966, Vol. 26, No. 2.
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food additive was discussed and recorded in a two-volumc
5/

transcript presumably resting in the FDA files.

l16. During and after this Conference, the Com-
missioner of the Food and Drug Administration 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
to as the "Ramsey proposal," it being stated in the cov-
ering letter executed by the then Assistant Director for
Regulatory Progyrams of the Bureau of Science, L. L. Ramscy,
that the informal proposal was intended to be responsive to
the importunings of industry prior to and during the National
Conference on Indirect Food Additives.é/ Nonetheless, and
for reasons which have never been fully explained or even

coherently disclosed, no version of the "Ramsey proposal"

has ever been published as a proposed or final rule.

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

6/ In an excellent paper entitled The Food Additive Prcblem
of Plastics Used in Food Packaging, Mr. Ramsey (cont'd)
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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 persists, and so long as food processors
understandably demand assurance that a product meets
Food and Drug Administration requirements, it is totally
inequitable and misleading for FDA to take the position
that a rulemaking of the type at hand here will not
create virtual havoc 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
Petition is required."

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

a food contact article or component thereof. This, in

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

Jed 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 Engincers
mecting 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 orxdinary dishes the necessity for spending very sub-
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 not
be promulgated in less than 184 daYSZ/even if the peti-

tion is "perfect," which is seldom the case in light of

FDA's constantly changing demands for supporting data.

7/ See Transcript of Proceedings, Seminar--Food and

Drug Administration/Society of the Plastics Industry,
Inc., June 18, 1971l. On page 128 of that transcript, Mr.
Nathanicl Geary of the Food and Drug Administration Staff
candidly reported on an internal FDA study of petition
processing and noted, in part, as follows:

"Our sample looked at the petitions
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 possible that some improvements may have been made
in the Food and Drug Administration's processing of
"perfect" incidental food additive petitions since the
time of Mr. Geary's statcement but, if so, this has nct
heen noticeable. On an average, it has been our experi-
ence that almost no petitions are processed within 180
days. We would estimate that since the enactment of the
Food Additives Amendment some type of averaging of pctition
processing time for incidental food additives petitions
would probably show a mean of from one to two years, or
more.
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* * *

The foregoing premises considered, and unless
and until such time as definitive action along the lincs
of that suggested by Mr. Ramsey in his May 6, 1969 letter
is taken, we respectfully submit that rulemakings of the

type here contemplated should be abandoned or indefinitely

delayed.
Respectfully submitted,
1708 N W
encral Counsel for
The Society of the Plastics
Industry, Inc.
0Of Counsel:

Keller and Heckman
1150 Seventeenth Street, N. W.
Washington, D. C. 20036

ASI-PR 0003242




. o . A’{}DIXA | 'L

DEPA!‘\’T.L’J.'NT or HEALTH, f.'.DUC/\.TlON. AND WELFARE
| PUDBLIC HEALTH SLRVIGE
FOOD AN DRUG ADMINISTIIATION
WASHINIGTON, D.C, 20204

.

-August 21, 1970

- . "
L]

Mr. Jerome H. Heckman
Law Offices

Keller and Heckman - , : .
1712 3 Street, N. W.
Washington, D. C. 20036

Dear Mr. Hcockman: .

) . : . ‘
This is in response to your letter of July 23, 1970 in which you
ask for our vicws concerning scction 121.1(e) of the food adlitliv
regulations. This is the scction which states in the next-to-last
sentence: "I there is no misration of ‘a packaping componcn: fiua
the packa"c to the Focd, it dcos not become a compeonent of the {eod

and thus is not a food additive. Y

o

M

.8.C. 321), particulzoh

o Food packaging

Your quzsticn ‘concorns subsecticn(s) (
as it relutes to migvation of sibstanc
materials. It is our pocition, as rer, such substaneas, that
if a food manufacturar, or his foed pac 1g supnlicr(s) has
-migration data which establishes that there is no reascneble liteli-
hood of migration to food, he need not seek confirmation of his
decision from the Food and Druz Adéministration that the packasing
materiazl is nct a food additive. H r, i he desires such con-
firmation he should furnish the detaills of his scientific (ocnirac-
tion) studies. Vthere the review of the extraction studies confir.s
a lack of potential fer migratien, no regulation iz necessury.

a

.0 &
R
\r'

. We trust ihlo Statcﬂvﬂi of our posi .on is fQSponsive to your
letter. /7

Sincerely yours,
,. . . ""“/ { t
: : ' SRRy

. : : o

. ’ / ;/(‘/' ‘ (/ U / ;’, (// ()

Thonas V. Bronn, DlP“ cto

-,

. . ,
s

. ' o Officc of Compliance
: : . . Burcau of Foods, Pesticides and
o . . * Product Safety
. T © ASI-PR 0003243 . .
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:‘ L ) . ' PPéNDIX B. Rallek .e« . -"‘
STANE s oo THE FOOD ADDITIVE PRODLEM O. —_~ "= 5w’ - i
BT . : PLASTICS USED IN FOOD PACKAGING* C el T

; S ) L. L. Ramsey ' LA
: ‘ Assistant Dircctor for Regulatory Programs . ¢
e e % _ Burecau of Science RE
R SRE A N i Eood ond Drug Adalnistration b
MO e Conaumer Protection and Environmental Health Sexvice
S TE  PHS, DHEN
- ':waalcoﬁe the oppc*tunity hnregfhiaafternoon'to revicw'vfch
you somo of the rcgulatory developménts in the area of indirect £eod
:additivea, which of cour se, inclu a the migrn .ry aubﬂtances fzenm
. .1 ’ - “,‘: “’ ". '. .
e e
ch we developed nnd issued a dO:Jﬁ'.ﬁ
" with it. The purppse of thid document was to elaborate and clar Loy
}ﬁf'f.i:f" the regulations with respect/ to the chcmistrf and tcchnolagy datza
: “ requlred for the clearance pf not only direct foad addittves bL also
_  {ndireet fopd n?ditives. he document, Ltself, made 1f elear that it
S A “wWao not to be ﬁFHStrUEd 335 a revulation, ‘that it set forth guidu__zaa
P / . -
AP not inf‘exibli/requiremc ta. - .
In the F7d01n1 Regiyter of August 8, 1967, FDA published & pr L1
: ) to revise 1ts procedural regulations for food additive petitionc. Quotd
- frxom thiis publicatian:
. “#For presentation ot fgc National Tcchanleal Conference of the Sdatety of !
v Plastics Engincers, '

lovewber 4-6, 1969, Dallas, Tcxna.

el
b

ASI-PR 0003244

R T T L S——
; . o o M .. : . - [ 2
e, 5 . | L £ g - P N gt P N

Y N L. A A 2 PR A ot TR Lo~ - -



5

. . . .
. -7 - . e e
Do . : - y ™~ i
- / 2
. o i . . - -

Xz | “Iho Commlusioner ¢f Food and Drugn proposcs that the proc;fw:al
) ‘food udditivo'regulati)ns-bc revised as set forth below to obtal..

fwprovement in the qunZity and ovganization of food additive p CLS

Bidraftbed w0l Ly weyefillo £h«lf nedentifin veview h/ tha Yaod sl Drug

: ¢

Adminintra:ion. The/need for such revision 1p bascd on the folleing:
;?ii . ‘f: *A. ;Almost ha7 of the fdob addiciva petitions as originaliv

] ﬂ£{:f‘;?; aubmittg/ to the Food and Drug Administration have been inco {2 ox

. have rcquired B bqequent supplementaticn, amﬂndmcnt withdrawal on

13 an unnecesgary burden that wastca the time and cfforts of bot!

; Administratioﬂ and indugtry acicqtists."-

. This proposal prescribes the formac and content of the petf nie
i
and its organization in greater detail than previously, requires

nadequatc‘indexing, and requires a‘aumﬁary of tho petition, .We reeelved
53 co@munications, including one from the Socfety of Plastics Induatry,
‘;igilﬁg“ commeating upon this proppénl.. Some ;E these communications were zathes
ézg;}}féf .volgﬁi;;ua; the opposing polat of view being argued in detail and nﬁ'
| ;éome.leﬁgtL. Thréc majér fssucs were avident frow these ;omments;
1. phether the anéiyticai method and s aummary of the toxi~
cglogica information upon which a regulation has issued can p:op“ iy

be consfldered public inforuntion. | \ . '

?. Whether {t is proper to require that 10 yeaxr old data dr

older tmust be resdﬁmitted. . . f‘

ASI-PR 0003245
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R "to listen, to ob _n your views amd recommenda. Laa (1) with reprd to.‘—”
??i'- : pososible changes that can be made i; FDA bctition rcquiré;énta end In |
. ' criteria for evalusting the safety of-the indirect ndditivca .fr:cm— food
p;ckaging materiala and food processing equipment, and (2) with r;ga:d
to any éossible changes in the sclentific or adgigistrativc handling
. of this whole area of indirect food additives. We cannot, of course,

accept any recommendaLiona which aacrificc the consumer protection

" afforded by the rood Additivcs Amendmhnt against ungafe amounts of

;;-‘foraign aubstances in the country 8 food su;ply. And perhaps th“s ig

,-1itha crux of the whole problem, hcw much of a health risk should thic SR

t;%conuumer be subjcctcd to, for the ris? from indirect food add*tivcs,‘
v :howevgr slight, cannot be summarily dismisned; 1t is merely a mstt:x
'i£i2:u :Ek of degrea, . Absolute safety, like the absolute zero, can never be
N ,';?rh.' uneqﬁivocnlly deménstrutedlaltﬁougﬁ in mﬁﬁy insﬁanccs it can be app:oaéhcd
‘ evef so closely. We are indeed hopoul that we shall receive dome
practical and specifia suggestions during this confexence, suggections

.~ .- that axe both scicntifically and administratively sound," o

At this confércnce, Dr. Frawley reitcrated his proposal as Zollows:

“Thus, we propose three calegories of food packnging components:
1) thQLG used at 0,2% ot 1e°s which cannot reasonably be expected’ to
become components of food, and these should be exempt, 2) those used ‘

above 0.2% which may 'rcagonably be expected! to become a componcnt of

food, 'but fa fact do not,* and these should be considered nonmlgratory,

. . and J) those used above 0,27 which are indeed food additives ang should
E} . { .
be subject to appropriate examfnation for snafety and regulation under

the low."
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3. \».'th:hcr.q 3 proper to-roquira’details -the manufacto -l i~ -]

préccau fgr overy additive. “ coe e

In oddition and asidc from the procedural regulations the Sq:i"'y

of Pldstics Induglry sclzed upon this opportunity to recommend a

mnjor change in the handling of indifect food additive petitions du-

- volving trace amounts f food additives. Pointing to a paper pré:ented
by br. John P. Frgwley at the national-meéting of tha American‘chc:ical
}ZI Society in New York, Septembcr 1966, the SPI objccted strongly to the
i; need for migration and toxicology studiaa whero the usage level of &
- substanca 1n the packaging material was lesa than 0.,2%, with certzin

'-ﬂ‘exceptions. About this time, the diusatiafaction of a part of tha

food pacvaging industry with FDA'e requiremen 3 for clearance 0f fin=~

"?ti‘f o direct fvod additives also cama to the attentiou of a congressional

-, . - -~ .

I

.. committee. A _ -

In ordexr to provide an opportunity for the industry and other

interestod groups to review and discuss with FDA the scientific basis

-

- for its policy with respect to indivect food additives, the FDA scheduled
- & Natlonal Conference on Indirect Food Additives. This conference wag

held in Washington, D, -C., qh February 13~14, 1968. It was well attended

-
[

And while representatives of your organization did not appeax oﬁ the
progranm, L bclieva‘your industry was well represented by speakers for -
. The Society of the Plastics Industry, Ine. The reprcscntutivés fronm
" FDA exglained o;r présent policy and reviewed the scientific basisz for
it, They made it clear, however, that PDA came primarily seeking -
information and advice, Quoting from the paper I presented: ."In

-

-conclusion I would only rcihind you that wae in the FDA oro hera pricarily -

- B - o : el e
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"'essence of Dr. Frnwle; 8 pronosal..l

Insignificant Levels of Chemicals An Food" is the result of this. ctudy

QIS‘

- i * . r——

Heo ciplaine\_,ﬁrther that ‘a8 Tevel of 0,27 ur lcsn_oﬂfn conpLent
in the packoeging materinl oxr in the food contact surfaca would not

be expected to conkribute more than 0.1 ppm of an individual substsnca

f

"to the total dict of man and he vegorded this ag ineignifi&ant

toxicologically, He would exclude heavy wetals and pesticides, heo

ever, from this concept of safety at 0.1 ppm,

The industry apeahwrd at the conference genazﬂlly endoracd the

T

]

. . . M . . R
Following this ‘national confcrcnce we Lu FDA undcrtook a reappraissl

of our requircmentn and proccdures for the indlrcct food additivca in

: 1igh: of the reconmondaLione and suggcstions of industry and {n liuht
| of our own ecxperlence during a decada of administration of the Food

| Additives Amendmeqt. This veappraisal was fnitlated to determine vhether

any changes should be made.

While our own study Qas undervay we were i{nformed that a task force
on Toxicoiogic Ipéignificange had béeq established by the Food Protection
Cpémitth of the Food and Nutrftion Board, NAS-NRC, to study the broad
problem of the safety of minute amouétu of substances in man's diet,
The NAS~NRC report eutitled "Guidelines for Estimating Toxicologlcally

and has Just been published. Ve gdelayed the development of qny proposal

/

. /
until we could have the benefit oL this report. However, we were fur-
nished a pre-publication copy 74

the Acadcmy on a confidential besis

scveral months ago dad used it 4n the development of an in~house (Turcau

of Scicnce) proposdl, A draft of this proposal was oent to the industrics

& o AGT-PR 0003248

-,

-

~ . —

-




————

PREY

' fatéy foo&}

— . . -

represented at the Wationnl Conferenca for comment and for disciccticns

with us. We concluded those discussions on the proposal with the

-
»

industry this pest Septémber.
- . . .

-

This in-house proposal would amend the regulations to permit the

. use of subetances (except heavy metals, carcinogens, snd other subutunces
that havo been domonstrated to produce toxic reactions when precsent at
levels of 40 ppm or less in the diet of maa or animals) in food paclnging

materiala aﬂd_other food contact surfaces aa follows:

.
.
M

(1) As components of food~contact articles provided any substance

‘ Bo used contributee no mbre}than 0.05 ppm to tha contacted food;

S (2) As componenté of articieq for use in contact with dry, ncoa-

-

-

(5} As components of articles/ intended for repeated use in

contact with bulk quantitics of £ 06;

(4) As components of defoasging agents employed {n the manufacture

of paper and paperboard intended for use in contoct with food.

(5) As campopeAtS of food-packaging adhesives,

/
: {
We have not yck reached

-

decislon on whether or not to publish -

the proposal formjlly in the/Federal Replstoer; and, of course, L ea

unable to make aygy reliable/ pradiction in this regard.

We do intewd to finaZizc a ravision of the food additive proccdural

regulations meutioned ecav

fer, and we cxpect to adopt some of the
i .

i
suggestions recelved whi¢h we have evaluated and found to be sound.

. ASI-PR 0003249 .
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C o Let'a turn -attention now to the procer 1 ofmfood add?zive

-

petitions, In spite of the Cuidclifeo and the propoccd rcvision of

the proceduxal rcgulations, ve con inuc to recolve 2 high pchCrtanc

of dcficient petitiono., The ront common dcficicncy ia a lack of '
adequate entracti&n data from wh ch to esticate the likely migraticn
of packaging components to food Anothur_common deficiency 18 ¢
fniluée to idantify fully the propesed packaglag component by itag

lChemiéal Abétrncta ame and b phyaiéal and chemical specifications,

' i&;i :;;i"'ldentity {s, as yo unaéubtc ly appreciaté, bagic to our considerztion,

‘ . ‘We also urge you fo providc a gchLAI sumamary of any pctitiou you submit
"{i?iéz uiif,which will include among other things the following: tha expected

'j?i -' -fqgantity of the [food additive in iédividual foods ox clagses of feoaods
under the proposed conditions of un;;'the naxicum ag well as the . .

L "average quantity to be expected in the total daily diet of the con-

_sumer, and thl margin of/ safety provided by the onimal feeding studies.

The submlssion of pn inadequate petition imposcs en unnecessary

-

burden upon our acientZEic staff ond wore importantly from your vicw=

point xesults in costly delays in time for you, I wbuld urge you to

make every effort to fassure yourself that the petition you submit Is

}indccd fully supportied by the necessory data and information when it

. 1s submitted, . ' B . ' .
I . |
About one hZ £ of all food additive petitions recelved are In the

'

uring the perfod July 1, 1968, to June 30, 1969, vwe

indirect area, Z

received a total of 121 food additive petitions; 61 of these wede for Ny

t

indirect additives., The fcceiptu of-petitiona since last June ?re

continuing at [about the game rate, '
TNl e

- car e o :
il ASIPR 0003289 | |




| TR

L LT s =
i C%rrcntly, wath only on occasional CYCCptiOW, food addit!: piiltions
SO are being handle within the statutory tivo Mmits. This work i« cecorded
s hizh prioxity angd we cxpect to mninLain this level of pcrformn‘ cc in t%e
. oy
' futura, Your oopcrntion in observin” the Cuidelines and the regulozlons
in prcparing spund, well organizcd food additive petitions will helo
L . aseure tha reglization of an important muCual goal o£ 1nduery and FDu,
' ~_tha prompt px cassing of the petitiona. . : L ';
) -3
LS
-' . l -. r
* - ." - . -'
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