Exhibit 3

Edited Transc-ript 2f Presentation »f
Jerome H., Heckman, SPI Counsel at
June 19, 1969 Meeting >f SPI Food, Drug and Cosmetics
Packaging Materials Committee

Heckman

I'm glad to see all of you here. I see there
are a number of new people here and I 1l try to take
that into account as best I can in the way of providing
background on some of the subjects I'm going to discuss.
I'll have to ask some of you who are not new to bear
with me. Those of you who2 have not been at every meeting
since the formation of this Committee in 1956 will have
some difficulty in picking up the threads but we’'ll do
our best.

I want to cover a couple of matters quickl!y
before I get into the meat >f current problems which. of
course, relate to the National Zonference on Tndirect
Food Additives "aftermath --the name we've givern this
subject--and the so-called Ramsey proposal.

There have been some changes in the FDA Staff.
Willard Orr, with whom some of yosu have prohably had
occasion to deal in the Petitions Control Branch, has
now moved into the feed additives field. and is n=2
longer available to help Bill Randelph with the handling
of Food Additive Petitinns.* Bill Randolph is, of course,
feeling quite swamped and petitiosn processing is suffer-
ing along as usual

Another 1n passing item which some of you may
have been reading about 1s the fact that FDA 1s expecting

* Since the meeting, Mr. William H. Morgan has replaced
Mr. Orr.
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Ansther Kernedy Subcommittee ingquiry many
of you will be interested in 1s 'Do y2u belive that
the agency's decision making procedures osperate with
reasonable speed, considering the interests and issues
involved? Assuming that faster processing and decision
making are desirable, how could they be achieved?"
We've given FDA our views on this question many times
so we would be interested in seeing how the agency
answers the Kennedy duestion if we are ever able to
determine the answer.

The last questiosn that I think might be of
some interest is one that asks: What procedures does
the agency have for assessing the quality and efficiency
of its ovn performance? How often and in what manner
does the agency review the continuing relevance of its
migsion, goals, priorities, procedures and structure?

In what ways could such review be stimulated?...”

Fascinating set of questions.

One sort of a separate type dquestion posed
is whether the staff quality is adequate to handle the
complex ard sophisticated issues presented to the agency.
There's really only one answer FDA could give to that
question if it's going to ‘tell it like 1t 1s" but I
doubt if that answer will be given.

Does anyone have a gquestion up to this point
in my report? We usually do this by simply allowing
interruption whenever you see fit so those of you who
are new, chime right in.

Questions: Who 1s Bill Randolph?

Heckmans: Bill 1s 1n the Petitions Control Branch
of FDA and is technically titled a ‘Food Additives
Officer which really doesnt' mean anything. From our
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point of view, and as & pre~tical matter, Bil! Rando!ph
is the staff man who handles all »f the administrative
processing of i~cidentel fo5d additives petitinns. When
he gets help there will be another mar with him. They
serve as what some might call coosrdinators in receiving
petitions, circulating them within FDA and notifying
petitioners regarding questions that arise, or petition
status. Any letters you might receive on a petitior
would probably come from Mr. Rardolph or his co-worker
in the Petitions CTontrol Branch.

Question: Isn't Mr. Bucklesy also working in this
area?
Heckman: Right, but Buckley has been and still 1s

working »n direct food additives problems only.

Question. Do you have any indication at all when
Spiher will be retiring? =/

Heckmans No. Spibher, for those of you who don'r
know, has a position that's technical, just below
McFariand who is over~all Chief »f the Petitiors Control
Branch. MgFarlard 1s really on top of Burckley, Randslph,
all of the people that work on petitions

Now, let me get into this major situation
that we really have to deal with. 1Tt relates to the
Ramsey proposal but, for the sake of putting things in
perspective, 1 want to> take a few minutes to review the
background.

Actually, 1 think 1t's fair t2> say that the
genesis of the Ramsey proponsai was probably arm American
Chemical Society meetirg arranged by Ken Morgareidge way
*/ Si1nce this report was giver, Mr Spirher has been 2n
"special assignment’ to the Consumer and Ervironmental Health
Service, FDA's parent e-tity. He 1s, thus, not presently active
on [ood additives matters. Whether he will return to basic FDA
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back 1in 1966. At that meeti~g, somewhat £ FDA'g
surprise, although I really dor't krow why, a number
of papers were given that literally took the agency
to task 1in depth 2n the indirsct food additives
question It was perhaps the first time tha* there
was an entire series of papers pubiiTly indicating
severe criticism of the way indirect food additives
are regulated.

I gave one of those papers, Jack Frawley
gave another. There were a series of other papers--
George Tngle gave one--that were more technically
oriented than critical. Don McCollister of Dow gave
one, two mer from Eastman discussed radioactive tracer
data. It was at that time that the so-called Frawley
Proposal” was first advanced. What Jack did was ts comment
on the fact that FDA was doning a very posr job 2% Ln-
cidental additives by, 1n effect, over-regulating.  The
net result was a waste of srciertific time and expertise.
As a mears for delimiting petitior fili~g he suggested
that FDA eliminate the need for regulating components of
packaging materials which were put into the package at
a level of less than 0.2 percent, so that if you made a
substance that was going to be used at a level of less
than 0.2 percent 1n a f£oo0d package, and the substance
was no2t a4 heavy metal, a pesticide or a known carcinogen,
FDA should permit its use without requiring the filing
of a petition for issuance >f a regulation

After 1966 and despite what had been said in
these papers, nothing really changed, at least nost right
away. There was a lot of alleged 1ntersal discussion at
FDA about the feasibility of the Frawley Approach ., and
generally about the feasibility of doi~g something about
indirect food additives, but nothing reaily moved, because
there wasn't enough effective pressure beirng brought to
bear on the agency to make things move

*/(Cont.' work agair is unclear, as 1s the exact nature of
his present work.
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Thereafter, approximately 1n August of
1967, it was suggested to a Torgressioral Committee*/
that the indirect additives field was being badly
mishandled. The reason that the situatior was brought
to the attention »of that perticular committee was
because the Chairman 5f the Committee was and 1s Con-
gressman John Dingell of Michigan. Congressman Dingell
had been on the original committeer*/ that handled all
of the legislative work on the Food Additives Amendment, .
and had chaired many of the hearings.

The Congressman expressed an Lnterest in
the interpretation that FDA was giving to the Food
Additives Amendment, particularly that portion of the
statutory larguage which provided the basis for FDA's
authority to regulate incidental additives, {(i1.e. any
additive that "may reasonably be expected to become a
component of foods Y. So, at his request, a series of
questions were prepared that were submitted to Dr
James Goddard, then Commissioner of FDA. at a Con-
gressional hearing. Dr. Goddard was asked to have
answers to the questions within 30 days.

FDA set about attempting to prepare the
answers to the gquestiosns, but had some diffir:ulty, to
say the least, because the Jquestions were reasonably
searching. Firally, because they souldn't really answer
a lot of the questions without conceding that the
incidental food additives situatior was in a state of
confusion, they advised Congressman Dingell that, as
a partial response to the questionsg, FDA was going to
call a national corference on indirect food additives
and that the agency would report back to him within 30
days after the confercnce.

>/ The House Select Small Busiress Subeommittee on
Regulatory Agencies.
**/ The House Interstate and Fsrei1gr Commerce Committee.
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Industry was givenr about & morth's notice
on the conference and we were totz2lly urnsbie to get
any extension, Before anyore knew what was going £2
happen, FDA had sent out a meeting n>tice, and had
laid out a program which was rather vague. On the one
hand, FDA was c¢ounting on industry to participate, but
on the other hand it had arranged things so that industry
would have little, if any opportunity to make a strong,
coherent presentation in opposition to the manner in which
incidental additives were being regqulated.

In any event, urder the auspices of SPI, we
got together representatives of the trade associations
representing the main packaging 1ndustries that we knew
had been called to c¢ome to the conference on indirect
food additives, We had two pre-confererce meetings and
all agreed on the basic industry position that should be
presented at the corferevwce. 2s a result, contrary to
some of FDA's expectations, we went 1nto that conference
fairly well prepared.

One of the things that we all recommended
strongly was the establishment of a Government~Industry
Advisory Committee. There was a great deal of debate on
this subject at the confere-ze, some of which became
guite heated at times. There was some strong resistance
to a Goverrment-Industry Advisory Tommittre by FDA re-
presentatives which was not entirely clear. If rnothing
else, I think the conference served a useful purpose in
putting “on the record’ some of the points of view of
industry. By the way, I mentioned this at the last two
meetings but T will mention it again, I still have
transcripts of the proceedings of the National Conference
on Indirect Food Additives, so 1f any of ynu who have
not yet requested and received one would lLike to have a
complete transcript, which has a great deal of background
information of value, gererally, by ali means drop me a
note, and we will be happy tn 5e~d you a copy.
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rime and afrtentios k2 e3trabliish saferv., That T rhpek
1§ ar ea3y way b3 paraphrase what 1t mroans.

The problem, couree, as far 33 the food
pastkaging 1ndustries concer-ad, 13 11 trying to
convert D.! ppm 11 st to some meaningful figure
ir a package or a food., Tn a~alyze f£or surh an amount, |
you would measure the daily 1ntake of o given type or
generic cat=gory of food ard then determine how mach
of "X" substaence will be 1n that total dair:y amoont,
hecause parts per million reslly 15 9 relative mathe-
matical concept.

Now o at fthe last “ommittee mesting, 1n my
report, ! spelled out for you the basis ~oncepts that

we expected to be put forth in FDA 5 antisipated pro-
posal. The FDA proposai, ! advised, would ke aimed at
amerding Sertyion 121,200 of tre Food Additive Regulations,
whi~h, u-~forfurately, 1s ofte referred to a3 the "Good
Ma~ufarturing Practices” Pegulation for i1recidental focd
additives, [t's 4 ‘ong= term but the re:som for that
15 that Section 121.2500 135 4 gereral regulation rthat
prenedes ail of the specific Food Additive Regulations,
and talka, 1 general t=rms, about what 13 deemed oo be
go2d marafacturing practive in the usze of a- in-ide-tal
foad edditive For oxampie, that's the germti1o- that
says y2u sha!l noaf use aAarythi-g that will give a taste
2r odor problem 1n foods

veoadvised at fthe tasi session thatr FDA wouid come
Up with a propnsal to emend that 3oction and would use Lt as
means to exempt cortalr Kinds 2f things trom the necessity
for the filirg 2f fo0d additive petitions At our last
meeti1 g [ ta3id vou abourt some of the details of the pro-
posal and what they were suppos=d t> be. What 1T told
vou was e€ssentially aorrest except that FDA made two
changes subseque~t to my jast replrt. Tre basio
differences betwesn what 1 foid yon and the "Ramsew
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proposal,’ which has ~ow beeo 1ofsrme iy ciroulated

to the packagirg i=dustries for comme-t, are two:r (1)
instead of using thke "ers~omis poisors definition n

the Proposal, paragraph di (3 says that certain specified
substances, L.e. heavy m=ztals ard ~arcinogens, will not be
exempt under any acircumstances, and other substances that
have been demorstrated t2 produze toxl~ reactions when
present at levels of 40 ppm 2r less 17 the diet of man

or animal will not be exempt and (2' the =ew "rno migration”
phraseclogy in the proposcd paragraph (47 (5% (11 will make

1t clear that the figure used, 1L e less than 0.05 ppm can
be determined bv appropriate extraction tests or calculation
(the previnus languags spoke only of »2 rontributior greater
than 0.05 ppm to food, .

The largnage 15 a Jittle confusing, but what
they were really saying here is that Lf you have a
component that's gn1'g t3> he used 1n ar adhesive or
in ar article for repeated use, or 1f you can demonstrate
that no more than 2 05 ppm will get 1rto food, you don't
have to fi1le a food additive petition unliess it's a
heavy metal, 4 k-own wTdarcinagen or 4 3upstance which
has been demonstrated t» be toxic at a level at less
than 40 ppm. I+ effect, this medns that 1f there isn't
any data on a substasnce, you don't have to demonstrate
that 1t's not tox1i~ bels>w 40 ppm. However, 1f it is
krown for a facrt that a substar~e has been demonstrated
to be toxic below 40 ppm 1t wil} 10t be oxempt. You
would have to file a petitisn for such a substance, or
give up the use of the substarce, whi~h 15 the other
alternative.

Question. The statement you made with respect to
FDA's 1interpretatisn o»f the rneed for data >0 substances
that have not been proven to5 bhe tnxic 1 the 40 ppm or
less, doesn't sourd Yike FDA.

Heckmans Ffm rot tellirg you what they're going

to arcept, all I'm tryi~g £to tel. y»nu 15 that's what FDA

had in mird whe~ the propssal was writter

[ other words, 1f FD? Jdoes~ 't have any reason

to belive that a substarse 13 to¥le 1t will assume
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that 1t's not toxic Obhvizcusiy, the ru's 2f reasor
hes to «ome i2to play. Tf you have ary reassn £2
believe that a subztarte might be toxic then FDA might
ask you to provide some data Tt not Clear-cut at
this point, and becauss »f that 1t's one of the things
we're going to have to w-ork on very carefully

Question: wWould you tell whatirdustry associations
are involved 1ir nregotlatiors with FDA or the 'Ramscy
proposal.” ard how the nrgoti1ati1ons are beir~g handlad?

Heckman:z As you ar< probably aware, the subjecat
proposal was sert ~ut urder cover of a ierter from Les
Ramsey to each individu~! trade assoclatior that had
participated ir the Matioral Corference on [»direst Food
Additives. We did nat, o»f course, Jike the 1dea of
anything in the nature 2f a divided industry approach,
industry, by 1~dustry 53 ir=tead of respording tmmediately
and arranging separate dates to meet with FDA, we con-
ferred with osur good friends 1 the Americarn Peper
Institute, they. havirg beer 11 many ways the Se-retariat
at the earlier inter-i1-dustry meatings

ELnar Wylfsberg was good erough to call another
Inter-industry meeting which was heid 20 Ju—e 3 From
an SPI point of view we partisipated 17 thit meeting
under the authority given us by the resslurisn vou passed
at the last Committee meerting. Now, at the Jure 3 meeting
of the 1rter-industry group, 4 ~ommittee of 31x was
appointed to speak for the entire 1rter-industry group.

The i1rter-i1rdastry aroup 1ncludes, 1n addition
tos SPI, The Natio~al Flexible Parkaging Assoriation, the
Amer ican Paper Institute, the Ameri—ar Petroleum Institutre,
The Soap and Detergerr Ma~ufacturers dasa-iatiss, the Can
Manru farturers I-stitute, the Adhesives Maufacturers, and
the Alumirum Asso~irat 199 Tris groep, 11 a plenary session
on Jure 3., appointed a c-ommittee of s1x to negotliate with
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FDA as a whole, instead of separatelyv. The mandate
given to this committee 5§ six, of whizh T now have
the honor of beirg chairman, 1s to errange for suita-
ble meetings with FDA to discuss some of our mutual
problems.

It is understond that the inter-Tndustrv T-om-
mitee will nut negoiciaie all isszues. For example the Ad-
hesives Manufacturers are free tL negstiate with FDA on their
own, as to whether or "ot the Adhesives Lizt should
remain in, or be sliminated from the Rozguiatinns. 3o
too, SPIl is free to have individual naegostiations with
FDA on matters of particular interest to us. And that
is something I would like to see this committes discuss
at length, as soon as I firnish giving you what amounts
to a background report.

Y

After the June 3 meceting 1 -alled Mr Ramsey
and he was very happy to hear that the inter-Industry
group had been able to appoint a committee of just six
people to negotiate vrn behalf of all of the groups on
what we consider to be central lssues. The ventral
issues that we have agreed to try to wegotiate on are:
(1) some means of bettecr defining the 40 parts pey
million c¢riterion that FDA 1s using, ard 2% the
desirability of substituting tbe larguage that was put
forth at our Inter Industry mecti=g by Jack Frawley for
sections (d) (5, (1 ard (ii) of the Ramsev proposal.

The substitute larguage suagested by Jark

Frawley for sectinn (di (5 {1} wouid read 23 components

of food contact articles, provided anv substanrte 18 present
in the container or =sati~ng, or othesr food Tortact surface,
at a level of 0.2% by wo ghr, or lcss, Obviously *%nat
would be a more useful, workab!e ~on - ept because vt wouid
be much easier to estahlish whethrr a2 sibsta-ce is present
at a level of 0.2% by weight of the fond ~ortact surface
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than it wzuld be to analyze for parts per million in
the focd.

As regards our proposed substitute section
(@) (5) (i1}, this is both & backup p2siti-7n 1n a way,
and it 1s alsoc a position we should have anyway, at
least in my opinion. The language we'll advance as
a new section (d) (5} (i1, of the proposal reads. 'BAs
components of food contact articles provided any =sub-
stance so used contributes no more than 0.5 parts
per million ¢of additive to the contacted fond, as
determined by analysis of the food, or by eppropriate
extraction studies, or by calculation assuming LO0¥
migration.® In other words, we will suggest that the
0.05 ppm criterion be changed to 0.5 ppm, a figure we
believe to be much more helpful and realistic.

To date, we have had one meeting »f the ad
hoc committee of six. It was decided that, rather than
rush into a meeting with Food and Drug, i1t would be
better to delay such a meeting until we have had an
opportunity to accumulate a special kind 5f background
data. What we have in mind 1s a kind of market basket
study in which the hundred or so foods used as an assumed
‘market basket by the Department of Agriculture will
be purchased in varicus stores and, by e¢valudting those
feod purchases, an effort will be made to estimate how
much food is packaged in all rategories of packaging
materials. Then an estimare will be made &3 tn what
might be the maximum percentage of fonds packaged in
each particular packaging material.

Jack Frawley made a preliminary estimate
that 20 per cent »f all foods are packased in paper,
and used this assumption, which is generally regarded
to be a very high estimate, as the besis for his con-
tention that 0.2 per rent of any component ~ould be
present 1n a package without presenting anyv safety
problem.
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Cbhbviously, 1t 1s nor dovnyg Loobo mossible

for us to do a truly definit.ve, s~rentiii - srvady.
On the other hand, we houve 1o be =2bie tco one up with
something that FDA can have for itz f1les v ustity
a more liberal position on th 2.0% 13r . wep mislion
criteria set forth in the Ramsey proposat,

So the points I we mentiocned are tha ores
we will be discussing with FDA. We will »of be
arguing about whether FD& should give l2tters on "no
migration situatinns or any of those 2trer guestions,
but one of the things I reallv want to krow from this
committee today is what osther points y>u think should
be argued, perhaps on behaif of SPT inszt-ad of or
behalf of the food partkaging industry &3 & whele.

Question: Could you plfase aoxplal « _1Et:ie more
about the basis for the positicn that =0 safetyv problems
occur when most components &re present in a nrackage at

a level of 0.2 per cent or less? I35 +here arnv data
supporting that zonclusion?

Heckman: T d like Bob Miller, 1f he wipll, to
explain some of the background behind this Frawley theory.

Miller. Tf anvboady has any dara oo 5oty
migrations of components or matericai: 1 b £
would certainly like +*o have 1t to 1rociude oo
document we're going to give to FDA +tu support our
position. In Jack Frawley's ACS paper, ard subsojuent
rewrltes, he used the data Horoules has on rosin paper
migration intc food, in addition to anotrer ore thaet
Hercules had published severs! years ago on plListi~izers
for PVC, to show how the 0 2/ 2f th= tot ra-kege ma-
terial for a componert limit «ou'ld be azed without
safety concerns so long a3 the component wis ot @

heavy metal, pesticide. or krnows osrcimngen. The rosins
and PV2 data are all we have sa if o-vor has ary more
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or better deta on actual migration to foods, we would
certalnly like to have it as back-up information.

Question: D» you think FDA will avecept the 0.2
per cent level, or less, thenry?

Heckman: This is a personal opinion, it s
certainly not .Jack Frawley's, and mavbe not the opinion
cf our Inter-Industry "ommittee, ard 1t zertainly won't
be reflected in our negotiations with FDA, but if I had ,
to give odds I would sav that our chentes of getting

the 0.2 per cent concept adopted are =ot a3 good as our
chances of getting FDA to adopt the 0.5 ppm concept.

Question: What 's the possibility of getting a re-
vision of the generally understnaod list of heavy metals
that will not be exempt from regulatio= under the Ramsey
proposal?

Heckman. Not very gond, due 1~ part to the fart
that heavy metals are naturally present 1n the diet
already, so its no kind of argument with FDA at all

to point out the unavoidable presence of substances in
"natural"” foods. What they say ir respo.se to that
argument is "~we agree that those things are present in
the diet and there's nothing we can d> about that, but
we are not going to permit an inuresse to the dietary
background of those metals and, therefore, the only way
to get them cleared is by the petition route.” In other
words, heavy metals will not be exempt from regulation
except in those generally acaepted app.ications where
no petitions would be required, such as in repeated
use” and "barrier” siltuations,

Question. Would you care to Tomment on what effect,
if any. the Ramseyv proposal will have on FDA '35 present
policy of refusing to issue '-o migration letters?
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Heckman: Well, thaet’'s 3 point we are going to

try to clarify. T thi-k, buft T can t guarantee thig,

that if we end up with a praopisal. that's workable, then

FDA will probably begin writing letters of <o-currerce

that are worthwhile again. Thus, for exampl-, if FDA
accepts an 0.5 ppm c¢riteria and vou submit a set of data

to FDA that shows that vou have a test method that is
sensitive to 0.5 parts per million, and that you have

no migration at the level of the test method sersitivity,
and it is therefore your conclusion that you don't have

a food additive, I think that FD2 wculd then send letters
agreeing with such conciusions. However, I can't guarantee
that, and I think the c¢onsensus 1s that we should not raise
that subject with FDA at this time. That'‘s a subject we
can go back to at arother time, after we've accomplished
something substantial with regard to the proposal itself.

Question: Am i right L1n assuming that the Ramsey
proposal implies that "DA 1s williwg to agree that with
certain specified exceptions, arything that 15 added

to a food contact surface at a level of 0 05 ppm, or
less, 1is safe?

Heckman: Not really, ali DA 13 really dning is
agreeing not to ask you to demonrstrate safety or anything
else if you've got a material or comporernt that 1s not
goling to get into food at ary level higher tha= 0.05
parts per million. Disregard whether 1t 13 safe or not.
FDA won't ask you to demonstrate that i1t's safe by

means of a petition and ultimate reguiat:ion if you're
dealing with something that vou put into the food

contact surface at a levei of less than 0.05 parts per
million.

We want them to raise that threshho!d level
to 0.5 parts per miiliow but, 1= any event, it's not
really a question of safetwv 1= the fina. aralvsis, 1t's
a question of what you heve to file petitiors for.
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I must apologize for havi—g spent so much
of the Committee's time in discussing these matters,
but I think you will agree that the subjcct matter 1s
not the kind that lends itself to systematized pre-
paration and discussion. In any event, I do hope you
have found our "information exchange >f the past hour
or so helpful and informative.

Thank you.

Editorial Note:

Ag lengthy as it is. all Tommitte« members
should understard that the foregoing "edited transcript
does not purport to cover the discussion at the mecting

in full. This is due in part to our attempts to make
the transcript reasonably coherent, and v part to the
fact that some portiors of the tapes made at the session
were simply i1ncomprehensible. You have our apologies if
cne of your questions, one of spertial ro~cerp to you is
not reflected hereir.

JEROME H, HETKMAN
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