RECEIVED |

MAR 2 1974

R. N. WHEELER, JR.

R FROM: Robert W. Wesson
Co NYO -~ 32nd Floor - e T

T0: Messrs. R. W. Annonio
G. P. Bigelow
D. E. Hardmag/
® N, L. Zutty

Please forward the attached
to the appropriate person or
persons who may be affected.

Dr. A. B. Steele has some
later information than the attached
if you would like to call him.
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Frony the desk of . . . .

V. L. Larson

March 15, 1974

To: Mr. T. W. Carmody
Mr. A. V., Lutz
Mr. R. Y. Weszon-——

THIS REQUIRES URGENT ATTENTION,




URGENT MEMORANDUM

CONFIDCNTIAL MARCH 12, 1974

THE ATTACHED LTTTER FROM SPI CQUNSEL, JEROME HLCKMAN,
REPORTS AN IMMINENT, CRUCIAL FDA ACTION VITAL TO ANY-~
ONE CONNECTED IN ANY VWAY WITH PVC, ITS PRECURSORS AND
COMPONLIITS. I URCE YOU TO READ IT IMMEDIATELY AND TO

CONSULT WITH ANYONE Iil YOUR CCMPANY WHO MAY BE AFTECTED.

FURTHER, THIS LETTER IS ADVANCC INFORMATION AND IS

NOT APPROPRILTL FOR PUBLICATIC:!. PLANS FOR RESPONSES

TO THIS DEVELOPING SITUATION ARE UNDERWAY AT SPI.

RALPH L. HARDING, JR.
PRESIDZIT

UCe
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LAw OPFICLS
JOSLFU E, KELLER

JEROME [T HECKIMAN KrrLriir anxD IImcrMaN

CHAKLES M. MEEIAN H5O 1™ STRELT, X. W,

WILLIAM . DORGIILSANI.JIR

ROBLNT R.TINDNAN . SUITE 1000 TELLPIONF
WAYNE V. BL/ ¢ WASHINGTON, D. C. 20036 202 200-2700
DAVID L. ILILL. CADLE AUDURESS "KFELMAN

MAKTIN W, BNRCOVICL
EDWIN B SPINVACK
PETIIt M NTMKOV -

JOSIPH ¥, HADLLY March 12, 1974 -
CAROLE C. HARIUS

WILLIAM W PUQI

TO: All Members of:

S8PI Food, Drug and Cecratic
Packaging Materials Cormittee;
BATT Mailing List;
Ad Hoc Liguor Pottle Cormittee;
Plastic Pipe Institute
(Executive Board):
Plastic Botile Division
(Voting Representatives);
SPI IExecutive Connittee;
SPI Public Affazirs Comaittee

RE: Prior Sanctionzd PVC Statusg;
Proposed Rule lfaking

Gentleman:

On March 8, 1974 a meeting was held between
representatives of th2 Food and Drug Administration and
the representatives of the PVYC Task Torce rantioned in
our lctter of last week. The nmecting was called at the
requost of- the Foed and Drug aAcdministration, ostensibly
to learn what actions and »nlars the Society of the Plas-
tics Industrv had to providzs respeonses to the quoesticr -
raised at the Decewber 20, 1973 meeting as they were sot
forth in the summary filed with the lHearing Cleri: on )
February 5, 1974. Actually, the Food and Drug Administra-
tion used the mceting as a forum to disclosc iniformally
its intentions regarding the developing PVC situcztion.

As sceon as we aszerpled for the cenference, it
becrm apparcnt frem the staturc of the teonicolerists and
others present that the Fecod and Drug Administration con-
sidercd this to be a major reculatory matter and session.
The mecting wos held in the office of Dr., Virgil 0. Wodicka,
Director of the Bureau of Foods. Dr. Wodicla was prescnt
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during part of the discussion, but did not actively
participate in it. Those prosent were:
FDA SPI
Division of Food and Dr. Charles J. Snieql,
Color [.Adikivns Continental Can Co.
Mr. Richard J. Renl, Director Dr. Ivor L. Sirmmons,
Mr. Louis L. Buclkley M & T Chemicals, Inc.

Mr, Gerad L. MecCowin
Dr. Kenneth Morgarsidge,

Division of Toxicoloav Food and Drug Resgearch
Laboratories
Dr. Leo Friecnun, Director
Dr. Herbkert Blumanthal, Jerome H. Heckman, Esqg.
Deputy Dircctcr Keller and Leckman
Dr. Charlaes J. I'ckoski
Dr. Krichnz P, liirsa Dr. Daniel S. Di:xler,

Keller and leckman
Division of Chemistry
and Phvsics

Mr. Albert Holtz
Mr. Michazl J. Clifford
Mr. Gzorgz Lokaota

Division of Chzmienl Tachnoloav

Dr. Charles F. Jelinelk, Direcctor

Invitaed but not able to attend for SPI was William Rinehart
of the Ethyl Corvoration. )

The majer problem &s FDA now views it was dis-
cussed by everycne at length bhut was probably best summarizod
by Dr., Plumznzihzl, Ee ctated that based uren the euperimental
worl: conducitas v obeih Dy, Viela and Dr. Maltoni, combined
with recent epidcuwioclocical evidence, it must be concluded
that vinyl chloride mencmer is & carcincogen, Further, he
said it must bhe presumstively considered to bhe a carcinogen
even when taken orally because the cancers that were fornad
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xposure rere at a site far rermoved from

after inhalation e

the point ¢f cont ac'. In other vords, the vinyl monomar

had to ke ansorb hrough the lungs Qnu then transported

to the liwver xne*e the angicsarcena develorad, Furtherzcre,
the liver cuencers wvere net ceusced by matastasis of canczrcus
lung tissue. Consccouently he TFoed and Drug ncﬁlnlstrat;cn

feels it hos to assume in tn; interest of the public saisty
that the saome pessibilities ewist for vinyl chloridas tale
via ingesticn.

For this reason we wera informed that FDA will
shortly (within cne or two 'ﬂn“s according to Mr. Ronk)
publish in the Fedoral Feglster a notice regarding poly-
vinyl chloride, In tho ..h,tJ.C'x it ig intendad to raview the
entire precblem i 7 means of a preezhle. The discussicn will
concluda that the continuzd usc of polvvinvl chleride fer
food contact purscses can no loncer b2 considerad safe with-
out some rostrictions ané limitatiens ihile the questicnas

regarding its safely ara bainq resolvaed by further scizn:iiic
investigation. Consequently, the Notice will prepose tie
follcuing:

-

1. The prior sanctioned status of polyvinyl chlorica
resins will be revcked..

2. An "Interim Teod ndéitive Raculaticen® will bha

i=

proposed tc permit the continuad use of polyvinvl chlorids

resins under cenditiens that «rill ssure that the public e
will be exvﬂﬂ"u t2 no undus= ha:ards. Thes2 conditicons mav
includz a limitaticn on the residual ‘;nvl chlorils moncomar
content in the polyvinyl chlorica focd ccntasct curfzez o

less thon 10 prin, and aszuranc2 that neo vinvl rencmar will
transfer to fcod using a detection methed sensitive to 39 g2,

3. The Notico will state that a suitszhble tozicclegy
protocol 1ill have to be submittzd withim sixty davs. Actu :lly,
a protocel vas suhrmitted con Morch 5, 1974 (a3 will be discussed
belc’) and this will ke ccorncidorzd as a first ster towerd
corplianzae wvith thias reguirerasnt. In addition to the sv:risgsicn
0 a prciocol, heovower, Sho vorlk celled fcr will have to bz
carrizd out einrecdiclously cad timoe limics for L.z corolozicon
and reporting to thic Foed and Drug Administrotica will be set.

4. Soro svstem of rermorting to the TFoed an
Administration will be required so that the Food an




Admlnlstrgtlon can ke assurcd that polyvinyl chloride
materials uszed in focd contect applicaticns do comply
with the interim recguircments (the possible less than
10 ppm in the food contact curfzce and no detectable
vinyl rmonorzr in food concepts).

5. PFinally, the Fot.c2 will state that ro present
urgent hazard evists go that no recall of presently packaged
foods will bhe rocossary.

The Food and Drug Admi:
explicitly clear tha* this orcdur
only to peckaging matcrials, bu
pipe, and industrial and £fa:
transport Iccd during roccs
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eztad that this letter ke considared
Wou 1t nob be placzd on file at

the membergship, it was r
an iternal mororandun and
the Hearing Cleri's office. "o were assurad that this would

be sc handied.

On Fridayv the Food and Drug Acdzinistration did not
give any criticue of the protccol that was submnitted to it
with the ‘arch 5th letter. lowever, sincz polyvinyl chleoride
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ig to becom: a reg ulated maotericsl, the toiticology grnerally
requirced in a Feod rdditive Petitieon will be required,
These toxic logy requircments were discuseed generally.

Firstly, it was agrecd that rats of the same
" species that Dr. laltoni uced were sensitive to vinyl
chloride nwonomer, and they should be uscd for the test for
determining whethzr vinvl chloride moncner when taken orzlly,
would caucc cancer S
tive, a second
specics are -~one
sensitive snocile
posed should Cemonst
ingested, cauces can
operative and no Tood hvdltlvn
perrmit the ucce of pu1"v1nyl ChLOLluC for focd contact pur-

poses 1f anv vinvl chlerice monomer were to migrate to fcod.
Under the=z c1“cumst ncas the test mathod sensitive to 50 pob
would uncouixtzedlyv not he considored s."u;tw"c enouch; indecad,
if carcincycnicity ig proven, it ig unlikely that FTA would

permit eny usce of DVC in food or water contact surfaces, this

being its wvicir of its obhligatica under the so- pallcd Delaney
clause.

= thoge rats are known to be sensi-
11 not he remuired, altbouch tivo
=d teo assure that at l’:"t cne

. If the feeding stuwiy pro-
inyl chloride moncmar, when
leney clavsa nay bocorwe
Regulation can be writtan to
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On the other hand, if,
to anticipate, vinyl chloride moncmer is given a "clean bill
of health" when ln”nst:d then a Focd Additive Roculation can
be writton te permit the use of pclyvin”l chleride even thouoh
vinyl moncmer nay possi l; ricrate to fced. If a Ragulaticn
is prepeosed vhereby the arount of vinyl ceoneomer nigrating to
food is not dctectable using a-mothod rcensitive to 50 ppbh, then
it is pessible that no additional toxicolegy will be required
beyon< that included in the tvo-year rat protocol already
subnitted,

as soma feael it reasonable

However, the opossibility exists that it will be

considared cor::rcially dosirahle to regquest that detectakle
guantities of vinyl ronernar be peruwittced te migrate to focd.
Under theee circumstances, we have hecen informed that sicnifi-
cantly more tonicology vill be reguired, pessibly including

tests of teratolegy, mutagenicity, studies on the rotabolic
fate of vinyl *Oﬂornr when

ingested and multi-gencration
reproduction studics.

Although it was our original intention and expeccta-
tion that we would be able to discuss the details of the




analytical procecdures in llcht of the FDA requiremonts,

no time was spent on this aspcect of cur letter at the
meetinu. Actually, the wmcetinc kegen at 1:00 ané eon-
tinued until aZter FDRA clezing tim2. Durine this tire,
information was given to the Foed and Drug Adninistreation
with recspect to levels of vinyl moncrmer that could bc
expected in all kinﬁﬁ of food whaen packaged in the "new"
compeunds.,  Furbtnerrorz, scmz frzomeintarv information was
given regarding levels of v1nyl caleoride menomer found in
randen samples of fcods which hafﬂ been pacliaged in poly-
vinyl chlorids comcounds somz “inme in the past and analyzed
recently. The Feod and Drug .dmlu_ntraLlOn confirmed that
it has already heen inforrmad by various Eurcpean requlatcry
agencics thot vinyl chileridz mencomoer has been detected in a
variety of Ioods packaged in Europe.

) $‘J ]

N

The levels of VCII in fcod alrcady packaged
combined with the assureanc. that foods packaged in “"new"
compounds could ke ernpactod to show no vinyl nonomer mi-

day o de

gration detectoble with a mothod sensitive to 50 ppb,
apparwntly enccuraged the Food and Diug Adriaistration to
concludc that, (a), the prezent levels of e: ogcure did not
regquire a recall, but that, (L), continuved uvi. of polyvinyl
chlorids fccd contact naterizls rcouires tho: thev be formu-
lated and processed in such a way os to assure that no
detectable vinyl mononar will enter foods in the Ifuture.

In vicw of the significance of the actions »ro-
posed by the Food and Drug Adminictretion, we wanted to
tranenit this revwort as rapidly as pessible so you could

have naximun lead tima kefora the Food and Drug Administroticn
publislhics the new preopofed rule making alensg the™lines which
we have irdicated. Obviously the latest dovelepments we are
reporting will raquire concertzd actieon and, very likely, the
bringing into play of p“V“lC& not Jerebofora considcred -
directly involvad, e.qg. sunnlicrs of pipe resins and pipe
nanufaciuvrers.  You can be assuraed thak, verv prommtly, wve,
Ralph llcrding and/ox Tom ielroth, will ke dizcussing the
possibllltmes and means wherebv appropriate action and plans
can be radz with yeur locdevszhip, including ceople like Uen
Michel, Clorormcs MNelier, bBrvee Datzer, and zxl Hochrochuvendar,
Therealcey I an sure weo will bg ir uch with yeu, roesibly

to call a very large meceting as sccn as the anticipatced
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Food and Drug Administration's Pronozad Interim Food
+ Additive Regulaticn on PVC is publiished

In the mezantime, we shall continue to keen
in as close contact as possible with Food and Drug and
will rxcport to you fully as natters proceed

Cordially yours,

//a'/ g / / Z,{,/ .“'; » s

(///.r../‘{/\/ N /\_/u -.-.”.:r-w PN

Enclosure
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