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To All Members of The SFi ro.d, Deuyg i Cosmetics
Packaging Mir.r:als Committee
Gentlemen:

The purpose ol tf.s vt 7 i3 o2 Lring
two matters to your attent:io>n slupiy reialse we

believe they will be cof gernsril inte.ect to you.

Firstly, we are enclosing lierewith a copy

Plastics Used In Food Packaging" given by Les Ram-
sey 0f the Food and Drug Administration at a Con-
ference of the Society of Plastice Engineers held
in Dallas, Texas from November 4 through November 6.
We were aware that Les was plarning tc give a talk
at this meeting and reguested a copy of his paper
more than a month agc. Hiz Sccoretary was good
enough to supply us with one today, our understand-
ing being that the copies have just now been repro-
duced.

We do not think you wil! find anything
very new in Les' presentation. However, it might
serve as a good status report for you. From our
point of view, we were rather plezsed to ncte the
way in which Mr. Ramsey cited the work of the Society
of the Plastics Industry, Inc 1n talking to another
group.

The second matter which we woald like to
call to your attention is the pubklication by the
British Plastics Federation ¢f a new document en-
titled "Plastics For Food Applications -- Code of
Practice For Safety In Use." This publication will,
for all practical purposes, supplant the previous
BPF "Second Report Of The Toxicity Sub-Committee Of
The Main Technical Committee; 1962; Waith Methods Of
Analysis Of Representative Extractante." Further-
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more, our contacts in Fngland who have already
been good enough to supprly us with our cooy of
the new publication have indicated to us their
hope that it will forestall any British push
towards a requlatory scheme for incidental addi-
tives similar to that in effect in this country.
Needless to say, we hove that this vurpose will
be served,

Sc that anv of you who wish to do so
can order a cony of the BPF "Code of Practice",
we are herewith enclosing (1) a cooy of the let-
ter we received from the Federation on this sub-
ject, (2) a copy of the Brochure which came with
the letter, and (3) a copy of the order blank
form sent to us.

If you have any questions about these
matters,; please do not hesitate to let us know.

Cordially yours,

zZﬁvhfééﬁ(é4Zﬁ9ééuﬂmu
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THE FOOD ADDITIVE PROBLEM OF
PLASTICS USED IN FOOD PACKAGING*

by

L. L. Ramsey
Assistant Dircctor for Regulatory Programs
Bureau of Science
Food and Drug Adminietration
Consumer Protection and Environmental Health Service
- PHS, DHEW

1 welcome the opportunity here this aftexrnoon to review with
you soma of the regulatory developm¢nts in the area of indirect food
additives, which, of course, include the migratory subsetances from

4

plastics used in food packaging.

In response to industry's need we developed and i{ssued a document
in August 1966 entitled "FDA Gyidelines for Chemistry and Technology

Requirements of Food Additive /Petitions." You are undoubtedly familiar

with it. The pur:fae of thig document was to elaborate and clarify

the regulations with respect/ to the chemistry and technology data
required for the ;learance f not only direct food additivel but also
indirect food adéitivea. he document, itself, mode it clear that it
was not to be construed ag a reguletion, that it set forth guidelines,
not inflexible requirements.
In the Federal Regipster of Auéust 8, 1967, FDA published a proposil
j .

to revise its procedursl regulations for food additive petitions. Quoting

from this publication:

*For presentation at the National Technical Conference of the Sdeiety of :
Plastics Engincers, Novcuwber 4-6, 1969, Dallas, Texas,

~a g
' “'."’-
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Assistant Dircctor for Regulatory Programs
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-,

I welcome the opportunity here this afternoon to review with
you soma of the regulatory developm¢nts in the srea of indirect food
additives, which, of course, include the migratory substances from

4

plastice used in food packaging.

In response to industry's reed we developed and issued a document
in August 1966 entitled "FDA Guidelines for Chemistry and Technology
Requirements of Food Additive /Petitions.” You are undoubtedly familiar

with it. The purp#ae of thig document was to elaborate and clarify

the regulations with respect/ to the chemistry and technology data

required for the clearance pf not only direct food additives but also

/

indirect food additives. The documont, itself, made it clear that it
was not to be construed as a reguletion, that it set forth guidelines,

not inflexible requirements.

[
/

In the Federal Register of Auéust 8, 1967, FDA published a proposil

{
to revise ites procedural regulations for food additive petitions. Quoting

froa this publication:

*For presentation ot the National Technical Conference of the Society of -
Plastice Engincers, Novcuber 4-6, 1969, Dallas, Texaa,

. m
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“The Commissioner ?f Food and Drugs proposcs that the procedural

food additive regulations be revised as sct forth below to obtain

improvement in the quglity and organizatlion of food sdditive pctitions
wedradr e mril ty w;u/;Hh thefr nedent $840 review by the Food snud Deug
Adminictration. The/ need for such revision 1s bascd on the following:
A. Almost ha é of the food edditive petitions as originally
aubmittéd to the ¥ood and Drug Administration have been incomplete or

have not adequatgly supported the regulation xequested and, therefore,

have required szsequent supplementation, amendment, withdrawal, or

denial, /

/
B. Scientific review of deficient and poorly organized petitions

is an unneceaéary burden that wastes the tiue and efforts of both

Administrstion and industry scientists."

This proposal prescribes the format and content of the petition
and its organization in greater dctail than previously, requires
adequate indexing, and requires a summary of tho petition. We received
53 communications, including one from the Soclety of Plastics Industry,
commenting upon this proposal., Some of these communications were rather
voldmiﬁous. the opposing point of view being argued in detail and at
some lengtfﬁ. Three major issues were evident from these comments:

/
1. VWhether the analytical method and a summary of the toxi~

C cological information upon which a regulation has issued can properly

-~

be consfdered public information,

,!< Whether it is proper to require that 10 year old data 6r‘

-
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3. Whether it is prbper to require details of the manufacturing

‘_ "‘ptoceaa qu oevery additive. ' ' i
! // :

’// In éddition and ps3ide from the procedural regulations the Society ;

of Pléstics Industry seized upon this opportunity to recommend a X

/////// major change in the handling of indirect food additive petitions dn-

v volving trace smounts of food additives. Pointing to a paper presented

by Dr. John P. Frawley at the national meeting of the Awmerican Chemical .

Society in New York, September 1966; the SPI objected strongly to the

nced for migration and toxiceology studies wherp the usage level of‘g

substance in the packaging muterial was less than 0.2%, with certain

exceptions. About this time, the dissatisfaction of a part of the

food packaging industry with FDA's requirements for clearance of in~

direct food additives also came to the attention of a congressional

. committec.

In order to provide an opportunity for the industry and other

—r -

interestad groups to review and discuss with FDA the scientific basis

for its policy with respect to indirect food additives, the FDA scheduled
a National Conference on Indirect Food Additives. This conference was
held in Washington, D, C., on Februasry 13~14, 1968. It was well atténded s
and while representati{ves of your organization did not appear on the

progrsem, I believe your industry was well represented by speakers for -

The Society of the Plastics Industry, Inc., The representatives from

ey e

FDA explained our present policy and reviewed the scientific basis for
it. They made it clear, however, that FDA came primarily seeking
infornwtion and advice, Quoting from the paper I presented: "y

conclusion I would only remind you that we in the FDA are here primarily (-~

- T T >
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to listen, to obtain your‘viewa and recommendations (1) with regard to
poesible changes that can be made in FDA petition rcquireéenta and in
criteria for evaluating the safety of the indirect additives from food
packaging materials and food processing equipment, and (2) with regard
to any possible changes in the sclentific or administrative handling
of this whole arca of indirect food additives, We cannot, of course,
accept any recommendations which sacrifice the consumer protection
afforded by the Food Additives Amendment against unsafe amounts of
foreign substances in the country's food supply. And perhaps this is
tha crux of the whole problem, how much of a health risk should the
consumer be subjected to, for the risk from indirect food additives,
however slight, cannot be summarily dismisced; it is merely a matter

of degrea, Absolute safety, like the absolute zero, can never be

unequivocally demonstrated elthough in many instances it can be approached
ever 8o closely. We are indeed hopeful that we shall receive dome
prectical and specific suggestions during this confercnce, suggestions

that are both scientifically and administratively sound."

At this conference, Dr. Frawley refiteratcd his proposal as follows:

“Thus, we propose three cstegories of food packaging components:
1) those used at 0.2% or less which cannot 'reasoncbly be expected' to
become componcnts 65 food, and the;e should be exempt, 2) those used
above 0.2% which may 'reasonably be expected' to become a component of

food, 'but {n fact do not,' snd these should be considered nonmigratory,

and 3) those used above 0,27 which are indeed food additives anqd should

be subject to appropriate examination for safety and regulation under

the law." : t

e

B I -
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He explained further that a level oé 0.2% or less of & component
in the packaging materinl or in the food contact surfaca would not
be cxpected to contribute more than 0.1 ppm of an individual substance
to the total diet of man and he regarded this as fnsignificant
toxicologically, He would exclude hcavy metals and pesticides, how-

ever, from this concept of safety at 0.1 ppm,

The industry speakers at the conference gencrally endorsed the

esscnce of Dr. Frawley's proposal.

Following this national conference we in FDA undertook a reapﬁ;aisal
of our requirements and procedures for the fndirect food additives in
light of the recommendations and suggestions of industry and in light
of our own experience during a decade of administration of the Food
Additives Amendment. This reappraisal was initiated to determine whether

any changes should be made.

While our own study was underway we were informed that a task force
on Toxicologic Insignificance had been established by the Food Protection
Coumittee of the Food and Nutrition Board, NAS-NRC, to study the broad

problem of the safety of minute amounts of substances in man's diet,

The NAS-NRC report entitled "Guidel%nes for Estimating Toxicologically

Insignificant Levels of Chenicals 1“ Food" is thc result of this study

;
and has just been published. WQ/ﬂclayed the development of any proposal

until we could have the benefit,éf this report. However, we were fur-

nished a pre-publication copy the Academy on a confidential basis
scveral months ego and used it in thoe development of an in~house (Burcau
of Secience) propooﬁl. A drafft of this proposal was sent to the industries

»
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represented at the Natloual Conference for comment and for discussions
with us. We concluded those discussions on the proposal with the

industry this past September,

This in-house proposal would amend the regulations to permit the
uge of substances (except heavy metals, carcinogens, and other substances

that have been dcmonstrated to produce toxic reactions when present at

“r o,

levels of 40 ppm or less in the diet of man or animals) in food packsging

moterinls and other food contact surfaces as followss

(1) As components of food-contact articles provided any substance
po used contributes no more than 0.05 ppm to the contacted food;

(2) As components of articles for use in contact with dry,

fatty food;

AT TR SRS W P e e g e S e s

(3) As components of articles/ intended for repeated use in

contact with bulk quantitics of f?éd.

(4) As components of defong&ng agents employed in the manufacture

T R A g g TR0t
¥ Sl e

of paper and paperboard intench for use in contact with food.

(5) As componaents of foo¢—packaging adhesives,

We have not yet reached p decision on whether or not to publish

/
the proposal formjlly in the/ Fedexal Repister; and, of course, I am

L

unable to moke aq& reliable/ prediction in this regard,
/ ‘

We do inteud to finaliize a revision of the food additive proccdural
regulations mentioned ear ier, and we expect to adopt some of c?a

suggestions recefved whi¢h we have evaluated and found to be sound,
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Let's turn our attention now to the processing of food additivae
petitions, In spite of the Guidelines and the proposed revision of
the proceduxal regulatlons, we conyinue to receive a high percentage

of deficient petitions. The mont/éommon deficiency is a lack of

adequate extraction.data frow which to estimate the likely migration

of packaging components to food// Another common deficiency 18 o

fatlure to identify fully the proposed packeging component by its
Chemical Abatracts name and by physical and chemical specifications,
Identity 48, &8 yjﬁ undoubtedly appreciote, basic to our congideration,
We also urge you to provide /o general summary of any petition you submit
which will include among other things the following: the expected

quantity of the food additive in individual foods or classcs of foods

AT | AL T g e e o g P

under the proposed conditions of use, the naxinun as well as the

avarege quantity to be ejypected in the total daily diet of the con-

1 r-l_*‘ R

sumer, and the margin of/ safety provided by the animal feeding atudies.

~ emim

“,

The submission of an inadequate petition imposcs an unnccessary
burden upon our scientific staff and wore fmportantly from your vicw-
point results in costly delays in time for you. I would urge you to
make evefy cffort to sssure yourself that the petition you subuit is
indeed fully auppor?@d by the necessary data and information when it
/ | .

is submitted,

/
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About one hqz; of all food additive petitions recelved are iu the

-/
indirect area. Duxing the period July 1, 1968, to June 30, 1969, we

received a tot of 12 Q0d & tive petitions; of there were for
d al of 121 food additive petitions; 61 of th do £

|
indirect additives. The receipts of petitfons since last June ?ra

continuing at [about the same rate,

f
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Currently, w}ih only on occasional exception, food edditive petitions

are being handloq within the statutory time limits. This work is accorded

high priority and we expect to maintaln this level of performance in the
future, Your cooperation in observing the Cuidelines and the xegulations _
in preporing BOund,'well organized food additive petitions will help i
| .
assure the realization of an fmportant mutual goal of industry and FDA,
the prompt précessing of the petitions, ‘ '
/ .
{
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