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MARC K SHAYE

TO: All Members of the SPI Food, Drug and
Cosmetic Packaging Materials Committee

Gentlemen:

The purpose of this letter is simply to
call your attention to the fact that we have now
completed a long-planned move into quarters in
Suite 1000 of a new office building at 1150
Seventeenth Street, N. W. Actually, we have only

moved two blocks from our previous location. Our
talarbang numher will reamain the same,

We would appreciate it if you would
correct your records to reflect the new address
and hope that perhaps you will have an opportunity
to visit us sometime soon so that we can host you
on a tour of what we consider to be a very much
improved facility.

Cordlally yours,

/5&7% % //ﬁ/é,mza/
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MARC K. SHAYE

TO: SPI Food, Drug, and Cosmetics
Packaging Materials Committee

Gentlemen:

For the benefit of those of you who
may not receive Food Chemical News on a regular
baslis, we have obtained permission from our
good friend, Lou Rothschild, the publisher of
the publication, to duplicate and send to you
pages 6 through 13 and 26 and 27 of the current
issue. I am sure you will have no difficulty
whatsoever in realizing why we thought you
would be interested in seeing the Food Chemical
News coverage of our FDA-SPI Seminar, and also
the coverage given a paner I nregented at a

T T T = T s o A mm e b e o T e
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As indicated in the FCN write-up,
transcripts of the Seminar will very soon be
available from Joe McDermott of SPI. For
those of you who attended the session on
June 18, copies will be sent automatically
since your registration fee covered the cost
of the transcript. Those who were not present
should write to Joe for their copies. Incidentally,
I believe he has decided to have the document
offset printed so it may yet be a few days
before it is actually in the mails or available.

As far as my paper at the Federal
Bar Association meeting is concerned, I am
taking the liberty of sending each of you a
copy herewith on the theory that you might find
it of interest. Your comments after you have
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a chance to look the paper over would be most
welcomed even if they are quite adverse. Do
rememper that, in this presentation, I was
speaking as a lawyer and not for the Society.

Cordially yours,

4] /) / /
, " / S L
éfg%gﬂﬂﬁyﬂé%%gﬁékaﬁav

ASI-PR 0001066




Page o
September 13, 1971 FOOD C

STANFORD RESEARCH LINING UP 35 COMPANIES FOR PROTEIN STUDY

A halfl million dollar 35~company research proiecl proposed by Stanford

HEMICAL NZWS

Research

Irgtitute 19 designed to foretell the market for protein enriched fccds in the U, S.

and a dozen othar couniries.

Stanlod's regearch prowceol for the study said, "The use of protein isd
(derivad from natural food matarials) and of synthetic protein materials

cossed londs will be a key element in the future of many food related ihdustries.®

lates
in pro-

The study, which is to assess the difference between protein supply and demand

through 1985, among other ohjectives, will concentrate on "developed'
in acddition to the United States; Japan, United Kinggom, West German

countries
v, France,

Italy, the Netherlands, Belgium, Luxemburg, Sweden, Norway, Deanmatk and

Switzeriand.

Stanford said that while the production of high quality protein-has been
sufficient for human neceds in most of the advanced countries, these na
to be net importers of protein. The study protocol continued, "Howeve

generally
tions continue
r, recent

indications are that some new protein-based fabricated foods may be expected

to gain 1n sales and be considerably more profitable, "

-, v N T e BRI - Pleo oV . 1 I
Lolia it ALy At ol adeildn [.)\..uu.,l.\:‘b Wahidiu we iUy Ui Cooihitawd G

Others include:

LI
Lt ooy oy

- -Analysis and projection of major advancements in food-grade protein processing tech-

nology and protein production costs,

- - Identification of indigenous and imported protein materials and other in
to produce protein-based food products.

- - Estimated profitability of new processing plants.

- - Summary of estimates of potential markets for each protein-based food
by country and in total.

FDA CONSULTING WITH INDUSTRY ON PACKAGING PETITION GUIDELINES

predients required

broduct

Food and Drug Administration staffers have been consulting with industry representa-
tives irn developing a revision of the Guidelines for Chemistry and Techhology which
spell out data required by the agency in Food Additive Petitions for packaging materials.

The revision of the Guidelines was previewed at a seminar co-sponsored by the

Society of the Plastics Industry and FDA in June (See FOOD CHEMICAL

NEWS,

June 28, Page 10). Actually, the draft previewed at the meeting is belipved to have

undergorne considerable re~drafting by this time.
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Tranzcripts of the all-day meeting, which was vitally important for the indirect
additives irdustry, have now hoen made availaole from 3PI at $15 pen copy.

Thev are available from Josepn 5. Mcolernnott, The Society of the Plagtics Industry,
Inc., 250 Park Avenwe, New York, Neow York 10017

vy and Phygics, sawd at the szerinar, "If any of the data ve said should
ieg is evoessive, superfluocus, we would like

- !

Inviting commeoenis {rom SPI and its membeors, Albert Holtz, of FDA's Division
f

ba subrmmau fur the wariocus cate
to hear from vou and know why you

LQ
L.

f
- 3
-
ol
3
o
[F3]
]

", . We would hike ., . tonvite 3PI to sit down and
.+ . roll up your sleeves with us, and let's hash over
them (the Guidelines), because what we want 1s something
that is pcractical, scmething that 15 useable and something
that industry can live with.

|
Nathaniel L. Geary, director of FDA's Division of Petition Processir.gr, said:

\

\

-4

"At the same time we have tc recognize that FD& will not
sacrifice anvthing with respect to safety and I am sure
the industry feels the same way that FTA ghould not

But I agree with you that the information that we ._equest

shonld ba tha infarmatian fhat wa neard  mat {nfarmatinn
, -

that would just pe nice o nave, .« . . Ve 2Bl a whiyet
date to gsat procedural guidelines in this particular area,
chemistry and technolaogy, out by the first of October. "

In an exchange with SPI Attorney Jerome H. Heckman, of Keller and Heckman,
Geary indicated that the theory of "toxicological insignificance" may|not be dead,
but may be negotiated after the FDA issues its toxicological criteria for food
additives. This is to be a more formal document than the informal Guidelines

for Chemistiry and Technology, which are simply to be "how to" documents on how
to prepare Petitions,

Heckman postulated that for a specific indirect additive migration is ho more than
0.05 p.p.m, and that "toxicology is sufficiently familiar . . . so that it would

have no problem if 0.05 p.p.m. were extracted . . ." The lawyer asked if "under
these circumstances would you be prone to issue a letter agreeing that that was

a non-fcod additive?"

Dr. Joseph McLaughlin, Jr., of FDA's Reproductive Physiology.<: Branch in the
Division of Toxicology replied: "The answer would probably be at this time you
would not get a letter." Asked why, the FDA-er added:

“"Because we still would consider that there is possible
migration up t0 0.05 p.p.m. Now, if we took the other
appreoach, and with a sensitivity, say, down to some-
what lower, then you might get such a letter. You see,
this is the crux right now as we read the law. In any

_pR 0001068
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“Tor that reason, I think we shouvld be able to ostablish
gsome Guidelines 1n Chomisiry and Toconnoloay as welil as
in toxicology that can pernit us Lo conclulde the degree
of migration 1s . . . insigrnificant in some areas, and
very low crdor of magnitudes in otoers without going nack
and rethi”g onoevery Jood M-"?:ng“ﬂ component the
saine sort of thing, and going through the detail, th
cheniical documentation for t's 1 W 1(:/(,1 of migration.

t"\

"With 12 vears of experience, [ would think that the FDA
could coma up with some guidelines, That a certain pro-
duct isn't going to contribute any more than 2 p.p.m. to
the food without goirg over ﬁg»‘(i what has been dons on
a half a dozen antloxidants or sinilar physical products, :
It seems we are pernotuating this overkill and I was hoping
these Guidelines wouid ¢give usg simplified procedurss . . .

s

Heckman urgsd that tae "Cuidelines should not only say what data should be
required, but to some degree shouls state narratively what the objective|is and
why vou are douny thege things." He suggest hat tae Guidelines explain "the
tween the Xind of testiag you recd to do to satisfy Petition require-
A mmint out bess cmmatinna that feating ie much moere extensive than what

UJ

[}
r\‘- =y
T

iy

18 In an «end-.est .’Gt_jul.dl,;.UH., DELAUS 2 TS Sliam LGs L LL_.gJu;c.Lu..u o (&G il oo JIA’..:LIA;.A‘.\:’
you come up witn as a guick ard dirty way only after vou are satisfied that it will
correlate with the basic work."

Discussing the possibility of FDA issuing letters regarding the status of |specific
indirect additives, McLlaughlin said, "If your product complies with the regulation
as spelled out, you are entitled to write and advise your customer you afge covered
according to the regulations." He added, "If you . . . wish to come in with a pro-
duct and ask if we will put in writing that your product definitely is covared by the
regulation" data must be provided "to back it up."

Heckman responded that in the light of these comments, "my own personal recom-
mendation would be that if you determine that your product complies with the regu-
lation, you so advise your customer - - and not go near the FDA to ask any of these
silly questions." The attorney explained that "it is obvious that if vou do ask those
questions, you are going to be asked some questions in return.” Heckmpan said that
"the answer-a-question-with-a-guestion bit . . . can go on forever and |often does
at FDA." ‘

Holtz said that a major change in the revised Guidelines, as they were drafted

at the time of the seminar, is that "we will request detailed information pnly for the
petitioned additive." He explained, "We would, therefore, suggest that petiticners
formulate food contact surfaces f{or extractions only from regulated pertinent materials
where extractants would interfere as little as possible with analysis for the peti-
tioned additive."

ASI~PR 0041069
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Tiho curr-at Guidelines, Ioltz explained, "bad cuestions on everything that was
used 1 tnr food contacting surizca, " whereas the revision will ask only "for the

— T L. D e Al '
noTessar, lajcrwadsion for the petitioned additive,!

Holrz maae it eletr sozt thore vl be separate Guidelines for pager and paperboard
cumpor ooty , S2vIing LNGL @ £¢uaYALT semIndr on paper extractives will be held in
T

\
cocperation with ihe American Popor Institute andysor TAPPT, ‘

Toe IDA-or said that paper avplications "do not generally lend themselves|to
squilhrivm oxtraction reculrements, ' so that "we are faced with a great variety
ol interpreianion of misraion aoaditions which have in the past not been readily

4

fitted with uniiorm exiraction guideline programs,’

¥

EY

Geary zaid tha:, "VWhat wze want to do is, rather than confuse the Guidelings for

rap™ or plistics in the sare sets, put ons out for the plastics industry in|parti-

cular,”

Most of the changes i tha n

Ll
i
extraction testing., Heliz outlined

P revision of the Guidelires would COI?CF’I’I
ne major changes, as follows: |

|

1

1

ICward practical
ficient storags time to result in eqguilibrium exwractions
as exemplified by singie use containers,

", . . A second type of equilibrium extractions which

we will discuss are these represented by repeated uses
resulting from food contact surfaces used in food handling
and processing operations.”

Discussing deficiencies frequently encountered in Petitions, Holtz said thel Petition
often "proposes a broad regulation without any limits and then proceeds to perform
extracticons which seem to cover the most likely uses but these fall short of the
unlimited coverage requestad by the regulation," He suggested that if a Petitioner
“is uncertain concerning the extraction data which he will need to obtain the coverage
he desires, it would be best that he contact the proper FDA sources to assure himself
that complete details and a full understanding of the Petition requirements have been
reached.”

|

Another deficiency, Holtz said, results from Petitioners being "unaware of"|or mis-
interpreting the current Cuidelines, particularly as regards extraction testing
roguirements,

Misunderstanding of extraction requirements, Holtz said, "frequently results in

extractions being run as histed under the particular reguiation end-test which the \
Patitioner i8 seening." Those end-test extractions are included in §121. 25|14 ‘
for resinous and polymeric coatings and §121.2526 for components of paper and

papcrboard in contact with aqueous and fatty foods, The FDA-er said "these ASI~-PR 0001070
conditions and all end-tests applv only to already reguleted materials and nft
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to newly Patitioned additives.” He said tha end-tests "are generallv rapid tests
vnieh are intended to sh w that formu of regulalad marterials or compositions
’C‘O:f‘.'.-}j with the intended conditions cf use.

oftar are delaced bocause 01 guestions concerning the focd contact
tiolir sois, oxclaimrg: "Trose formolations ara olten submitteld witnh
trace aimes of oo nonents, 1Lsiell of thz chanocal wdentirication usead in our
ona, Thesw regult in P—*fcw‘:iv:-: LLaE d3au ‘.L‘LJO:;C‘«'L:EEHJ‘-E bafore the com-

positiong are properly cracaniod for detavled evaluziion,

Dr. Edward C. Hasnni, Director of the Division of Chemistry and Physigs discussaed
metnodolagy, as follows:

", . . From the standpoint of requlatcry nracticability .
Iihink it is oovious that o mertnod iz normaliv nesgad

that ¢an be csed ic ost ratories 1nvolved in this

croblera, In the partion concerned with estabn-

lighitrg has:s dota for us rol quite so imporeat,

It may b2 an entirely in-hous peration for the purpose

of gznerating such basic 4 Ve have no quarre!l with

that, If the moinod in fact, howazar, is intended as &
+

e """‘V'; PR -—v-\/_"'*\f*'—'\"ﬁ]/.‘; i MR it 1o ma paniyoment

AH

COMMALCIRILY AVALADIS ANQ BOT TOO NYLly $p=0ld.lacd,

Holtz said ithe Guidelings aro being simgll ueu in that "we are telling you exactly
what we want." He addes; "You think that this is axcessive, If vou can
in any simplier way that nothing is coming out, we will be glad to accept thet

presentatioan,”

Previewing the Guidelines, Holtz said that extraction tests should be run " (1) under
the most severe anticipated temperature conditions; (2) us:ing the highegt concentra-
tior of the petitioned additive; (3) in the maximum contemplated thickness of food
contact surface: (4) with the foods (or simulants) reguested in the Petition coverage.
For complete food coverage the simulants are water, 3% acetic acid. SNf ethanol
and heptane." ASI-PR 0001071

"Although in some cases limited solvent extraction may seem desirable,|" Roltz said,
“we recommend that extractions be run with ail . . ." He explained thdat: "(a) the
availability of extraction and analytical material and equipment at the time of Petition
avoids a later reassembly: (b) very few foods are represented by single solvents;

{c) . . we have attempted to reduce the necessary testing by limiting the acetic
and alcoholic testing to the single sample and time period of water equilibrium;

(d) in most previous limited extraction regulations, Petitioners soon apply for broader
coverage, "

Noting that "test samples sheuld not be discarded until there is no further question
of their need, " Holtz said the tosts "should be run over a time period to reach
equilibrium, or maximum extractability, as gauged by at least three cquivalent
determinations." He said polymear samplces having the lowest moleculan weight
anticipated in prodict:on should be used, and that identification of pertinent

Voo
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ticn to the Iood of the additwe fron: pracrical rackaging materials.,™

Holtz saic that ”ail familizs of polvmears that are to be used with a new adjuvant
should be tested,” and that if the adjuvant is a catalyst, the Petiticrer shouid
furnish “"co “nmete details covering the chamnical nature, heavy metal compositicon,
if any, function (and compc tion) , intendesd uses and desired leavel, decomposition
products, catalyst rate and other pertinent data relative to potential migration,"

The FDA-er said that room temperature extractions are to be run at 120° F, .
"to evaluate high temperature storage cerditions encountered in warchouse and
shipping."”

For repeated use articles, Holtz said, "the data must show the likely level of migra-
tory additives contributed to the food durtng the first use of the articles and the level
likely to be added during subsequent use.” He added:

"Such details may & : obtained from a continuous extraction .

setup ., . . under the most severe conditions of the product

and with the proper simulated solvents, Periodically samples

would be removed for identity and quantitative analyses

covering first uses or batches and other significant periods

until equilibria are obtained, The . . . testing area should

be related to the exposed area during actual use., The weight

or volume ratio of focd handlcd over the useful life of the

food contact surface should be submnitted or estimated.

Calculation based on the above data will consider the ASI-PR 0001072
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for anelysis; (8) sample calculation a :

showing fectors use-d to convert to mg. per square inch orp.o.m.; (7) conversion of me, car
~uare inch extrectani 1o p.o.m, obtained by using a facter of 100, based on |10 grams of

. neing in con teﬂt w1‘rh one square inch of package s riace; (8) maximum extracticn levels
rant food suaulants; (9) heptane extraction values corracted by the permitted fautor

of 5; and {10) for some additives, a determination of the extractability relationsnip betwz2en

-

edible oil and heptane,

ples of curvas usaa

> |
|
GIANT LAUNCHES NUTRITION LABELING TEST WITH FULL FANFARE i

Nutritional labeling costs very little, the President of Giant Focd told a Sept. B
press conference in which the feod chain's cooperative experiment with the Food
and Drug Administration was brought into the full glare of a publicity spotlight,

Josepnh Danzansky of Giant was accompanied by Gilant consumrnr advisor Esther
Peterson, Yarvard's Dr. Jean Mayer, Sen, Hart (D-Mich.), FDA's Dr. Ogden
Johnson, Director of the Division of Nurrition, James Turner, author of The
Chemical Feast, and others in a full-scale press conference. Giaat also|splurged
on full page rnewsnaper ads and a hali-hour television show.

ASI-PR $oo1o73
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es:ary in view of the fatty acid
i

with concorned customers finds
ify snotiening that will fit their
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ey ourices.
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Foeds and by Fawment Toodz, both
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Fidn NELDS ilnm LA o taviny sVl T L S 1R aTTORNIY Sav y
The Tood and Truz Ldminisiration came under fire from an industry lawyler durine
- i T -1 - an Ao o A [ [ - H : P!
a Sept. 9 sess.on of the Federa! Bar Association ior the agency's failure o
i s

and its lacs of any general counsel df its own,

Washirzton attorney jercme H., Heckman, speaking a: the session in New Orleans,
pointed out that the man often referred to as TDA's General Counsel is,|in fact,
an [lEW General Counsel, Heckman continued:

"Indeed, since FOA's top legal advisor does not serve
at the pleasure of the agency's Commissioner, he has
sometimes been viewed as a sort of super~-Commissioner
who survives the frequent FDA reorganizations unsgcathed
and unaffected."

FDA lawyers, Heckman sald, are never in evidence when important questions
of procedure, legality of requests for supplementary information and the like
are brought up. He continued:

"With all due deference to some very dedicated staff people,
we belicve this type of FDA 'legal work' has led to the
grossest type of distortion of Congressional intent, misuse

. of scarce scientific talent, and sets of requlations which
are a:most always so confusing as to make them meaningless
to many experts 1o the field, mucn less the public.™
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The Department of Agriculture certified two state poultry inspection programs
as being “equal to" federal inspecticn last weak, bringing tie total of states
in the program to 12, The new states ware Nevada and Indiara, i
|
Both states, USDA said, had to deveioo coultry inspection laws and ngui:’tmns,
as well as ingpocrtion capability, in crder to qualify, |
The Department also announced last week that it will hereaiter m available o

the publi-:: warning letlers to firms '
Also to be released are records of meat and

the
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