THt IOCIITY apr THI PLASTICS INDUSTRY.iNc

280 PAlK AV!NU( o NREW VOIK. NEW \'ONK 100'7 - 213 MU 7-2878

MINUTES

MEETING OF SPI FOOD PACKAGING MATERIALS COMMITTEE

Commcdore Hotel _ - » August 23, 1966
Nov York, H. Y. . . 9:30 a.m. ’
Present:

George W. Ingle, Chnimn, Honsanto Company, Hydracarbons and Polymrl Diviaion,
: - Research Dept., Springfield 2, Mass, -
George T. .,cribo, Vlce-cmimui Union Carbide Corp., .270 i'ark Avenue, New York,
- Rew York -
n  Donald Bnrtholne, Standerd hg‘m.v., Boise Cascade Corp., Caccer kl.':
... achie, Hev Jersey -
mm M. Carty, SPI, 250 Park Averue, New York, N, Y. .
Robart C. Coowey, H. Kohnstum & Co., 161 Avenue -0f the Americss, New York, N.-Y.
L. J. DcCorte, stnchir-xoppeu Co., Product Develaplent. Funkrurt Rond. Momcn,
" Pennsylvanis 15061 © .
_ }uu-ry R. Dittmar, Vypak Corporation, P. 0. Box 55, aocnuy, H. J. 07866 :
. Crarles §. Doskow, Thatcher Glass Mfg. Co., Inc., 375 Park Avenue, New York, X. Y,
"Dr. A. W, Downes, Union Carbide Corp., Plasties Division, 270 Pmk Avenue,
. . Nev.York, &. Y. 10017 - .

M. J. Dunn, H. Kohmtm & Co., 161 Avenus of the Anericu, New York, N. Y. 10013 -
Leroy Durkin, Imco Container Co., 430 Park Avenue, New York, N. Y. 10022

R, A, Terrell, xennedy Car Liner & Bag.Co., Shelbyville, Indiana - '

Dr.YA. B. Finestone, roster-Grant Cowpany, Inc., 289 N. Main Street, Leoumtex,

VL ‘Masgsachusetts 01453
c, T. F.‘leenor, ‘Marbon. Chemical Div., Borg-Warner Corp., P. 0. Box 68, washington,
: Weat Virginia

B, J. Garceau, I.C.I. (Organics), Inc., 55 Canal Street, Prqvidence, Riode lecnd :
C. E. Graham, 2000 P Street, H.W., Buite 700, Washiogton, D. C.

J’ercme H. Heckman, Bsq., SPI Counael, Keller & Heckman, 1712 W.Street, .w.,
' : Washington, D. C.

K. A. Hochschwender, American Hoechat Corp., TTT Third Avenue, New York, N. Y. 10017
D. H. ‘Hunter, Stauffer; ‘Chemical Co., Plastics Dtv., P. Q. Box 320, Delsme City,
Delavare 19706
W. A. Knapp, Auted Chenietl Corp., General Chemicu Div., P. 0. Box Wﬁ.
C Morristown, _"- J.

Edmund l.unbert, Mubon Chenical, Div. Borg-Warner Corp., Washington, West Vl.rgl.nu
*J, R. S. Mccu'tney, Standard Plckqln‘ Corp., 200 Earﬁand 8t., New York, N. X, -
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.. R. M. Miller, lorcu.l.u, In., uhm a-m hﬂMn W@n, Delavare 1”9

J. A, m.eeh.u. 3. !. 4u Pont do l-un 'Y eo., m.. run n-yz., " 1 98,Ded,
lcv ‘rcr '
B. 0. Mrrey, ux'ro cocpenttea, cuor Di\'tlius, MSO Past 36th 8t., Cleveland, Ohio
Dr. Walter Psist, Calansse Polymsr Co.; 150 Terminal Ave., Clark, Nev Jarsey .
Wi-A. Pattersca, W.R, Grace & (0., Cryovac Division, Duncan, Bouth Carclina 29334
I.F. Peaks, E. 1. du Pont &d¢ Nemours & CO.. In¢,, Him Mto, Wilmingtcn, Del.
D W. Pugh, V. B. Industrial Chemicals Co., P, 0. Box 208, Tuscols, Illinocis
G. A. Richter, Jr., lola & lus, The Rd- & Baes Rldg., Independence Mal) Hoof., LT
. Pailadeliphis, Pa. 19105
‘Jo As RUAY; Ovonl-Iuimil, ?h'tio ”ﬁm n"a. '1'91040, Obio
L. J. Russikofr, Allled Chamicel Corp., P, O, Bax 365, Mcrristown, New Jersey - )
R. E. Rutberford, Gulf Research & Development Corp., Dvight Aldg., Kansas City, uq:.
8. W, Schasfer,  Diainend Alkali Co., Box 391, Painesville, Ghio - -
2. H. sm‘“". mu Mﬂ‘l cet’ ’o “.t m m’t. h?ﬂl, " Yo 1@0 ’
w. W, Scdcrluad, National atu-ch & Chemical Oorp., 1700 W, Proat St., ?hinﬁm,
. . New Jersey 07063 :
S. Shor-n, W. R. Crace & Ct.-pnmr Resesrch Div., clnh'ﬂnc, M. e
M. E. Smith, Ovens-Illinois, Plastic Products Div., Adams & lith 5t., 'l‘olldo, oo
€. J. Spliegl, Continental Can Co., Inc., 7622 8outh Rucine Ave., Chicago, Ill. 60620
F. C. Strochlein, Pmery Industries, Inc., 4900 Este Avenue, Cincinnati, Ohio k5232
J'.'Tortu, H. Kohnatanm &. CO-, uc., 161 ‘V.ﬂm of the m’t“.’ New YO:‘K. N. Y.
W. M, Westveer, The Dov: Chenical Co., 433 Bldg., Midland, Michigan

o .. B. E. Wersinger, Firestons Plastics Co., Box €99, Pottatown, Ps.

. du.t-ing a pre-meeting uuian of the Steering Committee.

. Or, N, G, Wnite, Shell Chamical Corporstion, SO West 50th 8treet, Nev York, H. Y.
Cm.rln L. cmu, s-cuug SPI, 250 Paxrk Avcm\e, Yev 'lorh, N, ¥, 10017 . )

Under the mimushiy af O-eorge ‘W. Ingle, Monunto Cowuw » & meeting of tho SP1
" Food Pt.chgu:g Materisls Comittse vas called to order in the Cosmodore Hctel,
New ‘rork City at 9.30 a.m. '

o Mr, Ingle, as tho riret order of buunou, nrcmd toa detlihd A.gendl. circull.ted )
" prior to the day's uuion lnd, in 80 dotng. uud tar the ununl ulr-lnt.roductim ’

m.nutu mt mttn‘_mmd

By ey ot rnind!r, Mr, Ingle said that the last uottng oi' the cmtut was held
on March 3, 1966. in Washington, D,C., and that shortly thereafter all members of
the ‘Comittes received coplea of the Minutes of the mseting. Heé then inguired as
to whether there were ary additions or correcticns to. tha Minutes of ‘tha March 3 .

weeting as cn-cmm, and bearing nonc, declared tha Minutes of the last metinz
nypraved a8 pubnshad S

Prelimt neur mirmn 1

" Before turning ‘to the rétuhr Agenda items, Mr. I.ngh ra-pou-t.d ‘on two speciel 1tens
.. t0o be called to the attention of the overall Committee, as a reault of discussions

N
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rirstly, !t,_rnch Boted th-t the Btaering Mwu dtuuua the possibility and

desiradility of tryiang to bold & special mesting &t least cnce & yesr to.which -

‘appropriate FDA Staff sembers would bde iavited and wvould be asked o participate in .

-an type of informal guesticn-and-snswer pericd designed to bring about a clearer
bronaor understanding of FOA's umuu at s (iwa time.

It vas pointed oyt by lr. lcehu that this -cm hes been dtaeucud tn the past.
with no definite decision mde. as to vhether such sesdéions should be held. He
‘stated that, in his opiniam, such meetings could. improve understending of isdustry
problems end, on the other hand, those of FUA in regulating packaging. Wr. Heckoan
pointed ocut that FDA 8taffers uvo uqarouod an interest in ouch e wec'u to .him
from time to tims. ) .

In the absence of objntteu to the Steering Commities’s roe-uuttcu that efforts .

be made L0 arrange such & Bseting vith cvfricials of FDA, Mr, Ingls announced that
the matter will be cerried forward so that the next meeting will prodebly be of thic
type and vill be beld {n Veshington, D. C. vith invited gussts fram FOA. M. Ingle
_ poted that it would be Righly desirsbls for such & meeting to be set well 1n advance
0 that Comnittes members can send Nr. Heckman guitadle questiens ‘and he can put
them in order sc’ that the m pooph vill bave ait appcrvmitr 40 prepare ansvers
prior to the -«tm .

‘ruxm.ng to the secand spcchl 1to.u Mr. Incll reminded thlt, ~fyrom 'ttu to tim,

- thers -have been discussions about thc scope and objectivea of ths Committee and the

question of whether condideration should be given to changing the stated scope since
the Committse tas frequently been ssksd to go beyond styictly food packaging :
matarials problems. This has Leen the case, for exampls, in connection vi'b 'drug .
applications prcblems, vhers the c_.‘.ttu bas worked vitb the l’hu-uconticcl
lhnufsctwuc Mcocutton.

_ur. Ingle further noted that, 1n recant months; the SPI Board of Directors has asked
. bim or the Committee to consider a vide range of matters beycnd the criginal scope
of activities; 0.8+5 Occupational hygians matters ss they ralate to tde mnufacture
of foal aBd PVC pipe, and mors recently the possible provlem of wastc dispdsal o’

plastic containers. Mr. Ingle sasd that the Board and others. undcubtedly have asvet '

the Food Packaging Materiala Committes to conzider thsse unrelatsd yroblams becausc
the Comaittee has available s good deal of proven cxportlu » both tectinical and
1usll, in t.be pubnc hulth probhn area,

‘The net ruult of some of this tntu'phy {s that the st.uring CM‘n.tu, recognl:fmr
the fact that some of ‘the items being referred to it are beycnd the presently stat<:
scope of the Committee as outlined in tbe Pylaws drawn wp in 1960, believes. _
consideration should be given how to chapging the name of the Committee and revisirz
the Bylaws to cover the range of matters actually baing handled. On the other band,
the Steering Committes expressed the viev thet aome lers closély related matters
which have been brought to the attenticn of the full Committes or its Chairman,
sbowld be referrad back to the EPI Beard of Directors with the suggestion that
perhapt these matters might now properly be handled by another Ccnnntcl, poesibly

& new cue with a title m.‘ "gp1 !.‘mdronnnt-x Health Commitge" » or amthing
sinilar.
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On Notidn hs-t. \ bonu, ‘Union Cerdide mttl.u, ueudcd \w w. wu.u- bwg'
of Alll4d Chesical Corparstion,-and unsaiacusly pessed, the. Steering Committee was
instructed te revisv the present Rylyws und- uvdn s set of recommended ‘amaddments -
to be submitted to the full Committes at the earliest poasidls dppartunity. The
recamended amandwents are to deal with sucd matters as s poseidle name change, a
redefinition of the scope of the Committee's activities, and sny other changes that
night sppear nmn.y 1 order to the Fteering Camsittes. It {8 understood, of
course, that no such changes can be fimalised without dus uouu and a proper vote

of the tall Cc-ntn nt s duly constituted -ntiu

Eﬁnttig‘ cc-nt« !hgort

Returning to the Agends as prepered, Mr. Ingle noted that since the last meeting he

' had appointed Pred W, Adsss, Continental Can, as Chaivsian of & Neminsting Committes

caposed of Mr. Adems and Messres. W. M. Hnenu-. The Dow Chandcal Company, and '
‘M. C. Stane, Bestman Chemical Produets, Ine. M. Adang veing sbsent fran the day's
westing, Nr. Ingle callad upon W, N. Westvaar to announce the suggested slats of
officars proposed by the Neminsting Comsitted and previcusly msiled to.the
unbcrlhtp. Mr. Hutvur presented the fouww slate:

vmmuu Oeﬁrge W, Ingle, Monwanto Ccmpany

. VICI CMIW Robert H. ‘Wller, aereulu Ine,

'Thru u-bcrs to t!u Sturug CGnL‘f.u

mcrgc T. Scriba, Unton Cu'bido Carp.

1, Frapk Peaks, L.l duPant de Nemours & Co., Inc.
(rilm Department) .

M. E. ktt.h, Owens-Illinois, Plutiq Products Dtv.

Thereupon, thers being no other nminations for the miouc officern ts e filled,-

* A. V. Dowvnes, Union Carbide’ Corporeticn, moved that tha. pamipationn be closed, and,
. that the Secretary be eimpoversd t> cast s unanimous ballot for the slate as
propased dby. Mr, Adans™ Committee. Arnold B. Pinestone, Foster Gnnt Companyy, Inc,., '
seconded the wotion; thc -otion vas mried umniucullv.

1t vas notcd that tbc lncc-.tu ortiecro vould serve a tva-yu.r tcm and that the
next election would be held in the S‘prtns of 1968,

Re Em: ‘on ucilon vm: Otktr Orgl_x_:lutiom

e Ingle then called for the usual liaison reports from othar orgmmuona '
eonducting work of un.rut. to tha ovarell SPI C:nuttu. :

rnarucmtiul ununcw.nro Auoctotion

- A. W. Downu. Union Cerbdide Curporntion, prucntcd the following formal report on

sn-m unuon"
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"As & vesult of & Joint Beeting July 8, 1966 of represestatives of the
EPI.Pood Bottling Committes, PMA, and ] F20d Packagiag Camittee, it
vas deeided t4 weactivats an EPI greuxp to serve u a latson botvun
SPI tnd M Phlttu c_nuo. .

"The oh;cctiw ot this group 4 to develep pu-dstu-l of duﬂntng

polysthylene :nl!.nt asceptadle for p.eh.(ina dry druu (ptm. tablets,
lnd powders). -

A neottng ot the GPI-PHA lisison SO has been och«lulul for 9 a.n..

qum mnﬁmc-m-m mmm, » T,
‘AI. zn

‘ 'I‘he 8‘?1‘. rmuouﬁtiwl are s¢ tollont

P. " c.wu - 'Pbu.lipi p.w_ COO

A, W, Downes - « Union Carbide

G. W. Ingle - « - Menganto

Rc “o uiu.’ Ad K.rculCl

X. Horcmidcc - Poad & Drug Ruou'eh lab,
Jules Pinsky - - -Monssato- ‘
M. E. Suith - Owens-Illino.s

W. M, Westvear -~ D" »

After Mr. Downes gave hiz vaport, Mr, Ingle called on Mr. Heckman vho emphesirzed the . o
necessity for distinguishing carefully between the work and purposds of the Food' -
Packaging Materisls Committee PMA Liaison Cumittse, and the work .nov being under-

taken by a specisl Ad Nog Committee composed of representatives from the Food

Packaging Materisls Committse, l.nd hnbcu of the Food Bottling Comuittee of the

Pluttcn Bottle Divialom. .

It was indicated t.hut onr‘yom sbould neolntu mmeuu #he dlﬂerence in
the activities of these. two groups, lest there be sone unneceseary confusion, ‘sirce

" both activities 4o bave soms relationship to the packaging of drugs in plastics.

and both. 1nvol1n rmtlouhipl vith t!u thceutiul Mn.nutlcturon mo::ution. 4

e Heckn-n pomm out. ﬂut w. Doumn c_ntu m . 1ou-standl.n¢ one which
had worked with the PMA Plastics Cammittee in developing besic information on

- .parentsral drug mltentiom of plastics, which information is now publiched i.n ‘the
U, s. Phamcopcu and thn mtioml Yormulazy. - : .

: " The work on perentoru druql has made 1t spparent that gome mt\ul benefits to bot 1
'+ the plastics ibdustry and the pbirmaceuticel industry aight flow froem edditional
* .work looking: tourds further publication of technical informatica relative to the

use of phstiel 1n drug lppltettionl. ‘A8 '8 SHD 1in -this direction, MW, Dowvnes has
now. Teconstituted his standing PMA lLisison Comittes o the Food Pickaging Materials

_ Coomittes and will work with tha' PMA Plastits’ Cc-.‘ltt« 1o attempting to develop '

iaformmtion as to the requirements of the. drul ‘l.ndustry whers 1t desires 4o p..ckq. ,‘
so-called dry diuge in polysthylens matertsls. It vas uotcd, incidentally, that

the vork vill be commenced bY concentration on the uss of polpethylene for dry. druu .
unﬂv 80 that tho proaoee wul uot bomu unduly complicated &t the outut.. ‘
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0 Separaste and aside frog this technical work, to be undestaken as @ part of the
econtinuing activity with PXA {n this ares, the new A4 Hoc Committee, of which :
Mr. James A. Rudy of Owens~Illinois is the Chairman, has been considering problems -l
presented by the fact that, in supplying so-called “Master File" information to FDA, N
plastics coumpsnies have often :peciried particular trade-named resins rather than u
using generic descriptisns, such as "polyethylane meeting the specifications in
Section 121.2501 of the Food Additive Regulations™, etc. What this has led to is
that FDA, in approving a new drug spplication, has at least impliedly frozen the
packaging material which s drug manufacturer cen use by giving the new drug approvel
on the basis of the Master File deta, specifying a very specific proprietary resin.

It has become apparent for a number of reasons that bottle manufacturers, for
example, would like ts have mcre flexibility in this area ¢o that they could

subetitute aifferent manufacturers' resins, provided the resins all meet the same
baeic qualifications. .

In the course of investigating whet might be done sbout this problem, Mr. Rudy's

Ad Hoc Committee had a meeting with the Pharmeceutical Manufacturers Asssciation's
representatives. At this meeting, it became spparent that the primary job that must
be done is probably educational. It was agreed that both the plastics industry and
the pharmaceutical industry should be advised about the possibility of supplying
infoarmatisn to FDA which would c¢nable a ;'lastics bottle manufacturer, for example,
t5 use various suppliera of polyethylene instead »f being limited to one puticulnr
brand.which might have.been specified in s Master File submiaston, -

. The necessity for taking action to provide a bottle manufacturer with more
flexibility, as far as raw materials use 1s concerned, i{s obvicusly separate and
apart from the technicel work that may be done with the PMA Plastics Committee on
refining write-ups of the drug industry's requirements, as far as packsging mate-
risls are concerned. Thus, the Ad Hoc Committee i3 presently proceeiing on a basis
which calls for the proparation »f a draft bulletin or manual coverisg in some
detail the way in which the new drug law operates, vis a vis its impnct on packag! ¢
materiale and how plastios {idustry suppliers of packagea far the drig industry m'7al

) better handle their Master File submiscluns s2 that they will not f. .4 themselves

"frozen” as fer as the uae of a particulsy trade-named p.\.\atic for a puticular toarg
is concerned.

I

As of the moment, this work 1s proceeding with Mr., Heciman drafting a proposed
manual or bulletin for the Ad Hoc Committee %o review end discuss with the Plastic
Bottle Division. After this preliminary draft is prepared and sent to Mr., Rudy, 1.
is likely that 1t will be discuseed informally with the Food and Drug Administrat:l. .
to obtain its reaction and, ultimately, the manual will be published end circulatec.
as widely as possible. )

It 1s hoped that the work of the Ad Hoc Coumittee will ultimately place the plastics
industry in a position vhere, in sudbmitiing Master File infcrmation to FDA, the
practice will be to specify resins oo a generic basia, so that substitutions of one
trade-named product for snother can be made withaout any necessity for a drug
manufacturer to file supplemental Arug applications to sdvise FDA about an in-
consequantial switceh in a package component.
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The natural reluctance of drug manufacturers to file such spplications, thereby )
asking FDA to pass again on an a’ready cleared drug product, is m primary factor N
which has deprived the plastics industry of the desired flexibility in substituting

andther supplier‘s resin or other coumpconent for those already specified in Master
File information, even where the components are generically the same.

SP1 Food Bottling.(:cmittee' of Plastic Bottle Division

On behalf of the SPI Food Bottling Committee, M. E. Smith, OHens-Illinois, irdicatcl
that the two principal areasz be planned tc diacusa at the day's meeting had been
quite thoroughly detailed by Messrs. Downes and Heckman. He did note once more that
every p2ssible move i3 being made to arrive at broad parameters for suitable use ot -
materials and that, as’ an initial step, the joint effort between SPI and PiiA has
been extended to develop criteria for polyethylene resins acceptable for packaging

- ) dry drugs (pills, tablets and powders). Mr. Smith indicated that after polyethylens

18 considered, the Ad Hoc Committes will then move on to consideration of other
materials, ¢

(It was noted tangentially at this point that the University of Connecticut 45 doing
~some work in this area which would appear to deal with the subject of polyethylere

and u.; applicability to the 100 most used drugs. This is a ccmpletely independent
study

Mr. Smith was then.asked by Robert Miller, Hercules Inc., to comment. on Sther items .
being considered by the SPI Food Bottling Committee which could be of interest to °
the Food Packaging Materials Cocmittee. Mr. Smith referred to meetings with the
e s Bureau of Weights and Measures, reporting that it has now been defini.t.ely Tuled that
R a piastics milk bottle will be dealt with as a package, rather than as a "measurec-
£i11" container, thereby eliminating the problem of meeting the requirement that
plastic bottles comply with the fi)) regquirements in Handbook Uk,

Continuing in enother area, Mr. Smith reported that the National Conference on

-~ Interstate Milk Shipments has moved forward in its preparation of reccmmended in-

‘ structions for sanitation inspectors, This work was actually cocmmenced a number
ol years ago and represents a cooperative effort by thge U. S. Public Health Servic:,
the Dairy Industry, and Syracuse University Research Corporation, looking towards
the development of recommended inspection instructions to be used by local health
officials, The instructions have, generally speaking, been finalized and will be
published in substantially the present form reasonably soon. It is anticipated
that they will be explained and interpreted in a forthcoming special seminar to be

conducted by Syracuse University Research Corporation for the benefit of local
officlals.

In comenting on this matter, HMr. Smith noted that there was some dicsatisfaction

among the members of the Plaotics Bottle Division participating in this work

relative to two of the provisicons in the present draft of the set of instructions.

The provisions in question are Scctions 1l6\a) and {(d4), the difficulty baing

primarily one of interpretation., There is eome fear that these Bections might be

read to indicate that no bottle for deiry use could be molded on s machine which

has pravisualy been employed ta fobricate articles from materials which are not of

the type permitted for use in fuod contact applicationa. The only reason thia .
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qmltion has u-iun ‘{8 bacause Sectien m(.) of tho {nstructions does not n\u 1t
clear that such equipmint could be used for the mMolding of ut.ry bottlss -even

though 1t has bBean usad for other, non-food captact contuiners or articles, provided
the equipment 1s ututletoruy elcuod after use ror lowu nonefood contact items.

A similar- type at umm;r-euan exists vith ﬂsu'd to Beotion 16(d) beceuse u
implies that & molding plant opsretar would have to separate cospletely any
equipment used to manufacture plastic silk bottlss from otlur cqutmt und. to
nmancturo srticles not intended to contect foods, .

Those on the Food nottunc Ce.unutu vho are vaorking on tbis matter mme t.a :
recommend slight revisions to Sections 16(a) and '(d) and it (s hoped that, by this
‘means or by suitable interpretive statements vhich may be mede at thé Syracuse
Universtty Seminar, & clarificetion of the trus intent of the mwum wil) ve
.rt.cuq a8 to ruolu th.u m'obhu ) '_

-

_In chnntm amrally on tho .lctivttiu of tho 134 !ood Bottuu duittu,
J. A, . Fudy, Owans.Ilitinois, stated that svery sttezpt shoauld be mmde on a
~ contiouing basis to make certain’ that al) government agencies recognise SPI ss an
authority {n this whsle Tield snd lock to it tor a,uidmco ad information, rether
than ta other otmtuttous, ot cmttiu. . , :

Mgumtlcturiu Chemists' Auocuu.ca
(l'aod Addtttvu cmtcuo)

Mr. Heckun rtpcrtod that undor dn.t ‘of m\m; 15, 1966, ne r.cuvcd tho following
communicetion fram Tayler W, Hanaven, 2. I. du P:nt da Newours & Company, Inc.,
relative to. the tetivigiu of im'l Pood, Drug, and Cosmetics Coulftcv

"The aeh'duud SI’I mt‘l.ng on August 23 cm: auring u mhort vecation

pericd 1 hsve planned for some time. As & result, I will not be abdle

to attend. - As the liaisan représsntative to AN Yood, Drug, and
Cosmetic Committes, I would like to make the follewing report. The'

fo04, Drug, and Cosmetics Committee met on April 13, 1965, an? no’

natters of direct 1nmut t5 the rood Pcclmginq Materials Cc.*nittoe
. \I'Irl d‘l-c\ulod. N

~ ‘Other Liahon Renorta .

Mr. Inslc then 1.nqu1.rnd a8 to whothlr there sight be my ather inforution of {in-
terest about xelative activitias of other organizations. A, W. Downes, Union
 Carbide, then noted. £hat he Tecently received s very. general inguiry from the
Hational Plexible Packiging Associstion; -epparéntly asking for mdvice about the
oversll FDA regulatory situstion,  In the sbsence of a mare detailed statament s
to 1ts apecial interegts frim KFPA, Mr, Downes {ndicated he will probably attend
1ts next meeting.to try ta sscertain in depth 3uat vhat particular prodblems are or
interest to this g:raup. . ) .

Reference vu allo uao durina this dimunton to thc rorthcantng Aurtm Chenmical

Bociety Meeting, to be held in New York City during the veer of  Septenber 12, and
 especislly -to its announced Sympssium on plastics and coatisgs for food comtact ap-

plicntonc aehgduhd 10 take phcc on. s.;tu\m‘ 14 It was pointed out frequently
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during the discussions at the days' meeting that several memhers of the Food
Packaging Materials Committee, as well as its Chairmen and SPI Counsel, are due to
participate on the Symposium Panel.

Before closing the liaison discussions, Wendel F. Munrc of American Cyanamld
Company Commented briefly that “the oldest petition on FDA'sDocl'et, namely SOCMA's

. Food Additive Petition,Ro. 367 reloting to dyes and pigrments for use with paper and
paperboard, remains pending and in the same general status as reported on at the
last meeting of the Food Packaging Materials Committee.

Report of SPI legal Counsel

George W. Ingle then cslled on Jerome H. Heckman, Esquire, and SPI Counsel, for
his regulai discussion of the status of pending SPI Petitions, FDA organizatisnal
snd procedural changes, and their future implications, and other matters of the
type Mr. Heckman is charged to bring to the attention of the Committee.

Jerome H. Heckman then gave the following formal report at today's seassion. It
should be noted that, as is customary, Mr. Heclman's comments were interrupted
from time to time for responses to questiosns and explanatory discussions. For the
sake of coherence, the report, in edited- form, 1s set forth in tots first, wita

brief summaries of the questions or discussions that arsse durihg the report
covered thereafter.

It is good to see all of you again in the course of our ezntinuing :
mutual Odyssey through the straits of FDA packaging industry regula- .
tion. My report this time will necessarily be a little more ex-

teuporanesus than I had planned. This is hecause the most significant

development which has taken place since osur last session, at least

as I see it, is one that came to full blossoe only last week, I

hope that most of you have received sur August 18 letter enclosing

copies of the new FDA Guidelines so that you will know what I mean.

Incidentally, we bave some additional copies in our office for those

who might want them, but one of the reasons I cirgulated the
Guidelines as soon as we received the paper, is s2 that it would not
have to be duplicated for the Minutes.

For the sake of meeting what I consider to be my normal obligaiions
. in giving you these reports, what I would like to do is g2 over some
of the general items of interest first and then comment on the
Guidelines, their substance, status, and any possible follow-up
actisn we would like to consider.

Qlefins Polymer Regulation

Firstly, with regard to the Olefins Polymers Regulation, you will
rocall that the last time we met there was a matter in controversy
because we were nat satisficd with the Alkene~l«Copolymers defini-
tion in tha new regulation &3 it was published.

IF,I
IR

‘ 2 .- . . * . T o ' . ’A'
LA v LR [ .
I e i 2 . wiat s
et et gl o

SP1-26978




e Lt T ST
Ay : e ety . Dot
o U Y g = Szl
ML A, ey ~.‘:~‘-.‘1.. st

.10 -

Since the lsst mesting, we have been able t> cbtaln pudlication

5f a further revised regulatisn which has been made effective with
revisions t> meet, at least in essential part, the Sbjectiosans lodged
>n behalf >f SPI, duPant, Phillips and Unio>n Carbide. At the risk
>f sver-genersli:zing s rather complicated matter, I believe it is
fair t3 aay that effective action >f this Coomittee, with the aid
5f those >f its company.pembers directly interested, ensbled us t>
2btain 2 compromise type amendment 3f the Alkene-l-Copslymers
definitisn which st least permits the uses of the copolymers of
knoun importance now, as far as I am sware. The new definition
probably also covers many patential uses where no more than the
usually small percentags »f one to eight Carbon Atom Alkene-l-
Copolymers would be employed. There i3 room for hroedenang that
regulation certainly. As a matter of fact, it has been further
amended since we got our last smendment to allow another use for
non-crystalline polypropylene.

Before passing on to other topies, I would like to remind you that
in setting forth the extraction test methods in the new Olefins
Polymer Regulation, & simplified procedure was pudblished for poly-
propylene. A few of our Coxumittee members have expressed the
opinion that this same procedure would be satisfactory for sll of
the olefins and should be made the officisl procedure for poly-
ethylene and the Alkene-l-Copslymers too. The .only reassn this

was not advocated when consideration was being given to the methods
in the new regulation is that it was felt that, in order to tell
FDA that these methods could be specified across-the~board, we would
have to have at least given everybody in the industry a chance to
tcst their own materials with these methads, and this would have
held things up to0 long et a time when there was a lot of pressure
for the new regulation to issue. Thus, it was decided to leave the
methodology question for a later day.

Lon Pugh of USI, and perhaps others of you, have indicsted that

you would like to see the methodology provided for in the regulation
set forth only the polypropylene method, 30 it could be used eacrosa
the board, I might p2int sut that there is really no reassn why
you cannot use the simpler method enyway 4if you want to,ass long as
you are satisfied that it will give y»u the same assurance of
compliance with the regulatsry extrection criteria as the one set
forth by FDA. FDA has indicnted many times that this epproach 1=

perfectly praper.,

On the other hand, if the Regulation creates a true substantive
problem because of the methad set forth, further formal action can
be considered snd I would recommend that the matter be referred to
the Technical Information Subcommittee for consideration.

From the legal and procedural polnt of view, let me note that I
really have no doubt but that FDA would be villing to amend the
Olefina Polymer Regulation again to simplify the test procedure
provision. What I cannot predict, however, in light of past ex-
periance, is how many complicated side ryads of the regulatory
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peth we -ight. have to travel, how many pav Questicns udlt be reised .

Just becsuse & petition is £ilsd, end vhether or not we.would face
Presently unf mresseabls challenges by the bﬂuw to’ 'oou' of TOA's

usually unmdicubh mquuiuon tcchni.quu dealing vith yotiticm.

. While not truly trm to dul\ndo yonu onttuly trul seeking to have -

an existing and apparently sstisfactory pegilstion revised, 1 think
you must recognize that it is virtually -impossidle to predict vhat
is going to heppen, even vhere you file a petition thet might seem
to call ror the simplest type of setion in thc vorld.

on the recuhtory side, u seems to me that you hwa thru utcrm-
tives here. One= you can stand on the position. that you can ‘use.
simpler mathodology snywdy, if you wvant tg, 30, unless there is some

md of mciu.l probles,. W Ly to hmn ﬂn umhtion l-uled st

e

Two- ve could file & petiti:m and tl‘u our’ ehtuen. hapuu that tuu
is one thnt vwld -3 thr'msb easily,. e fev of thu 4o, -

Three- we could perhaps just. ‘sdvise YDA, by means of & lottor or
some other informal f£iling, that the polypropylens methodology &s

- applicable to the othar resins- assuming thal the Technicsl Informa-

tion Subcammittee sc decides -and suggest to FDA that {t might vant

" 0 simplify the regulation on ita own motion., If this wvere done, we

would not have filed & petition, and our status vould e AL hut
sligpt.hr dtttcrnnt. .

There is sne other approach ponibutty ‘that nght be of help. BT
the Techniesl Information Subcommittee .can decide thet there is an
sdequate ‘Telationship between the two methods, I suspsct. thet we

‘could probably obtain a letter from Food and Drug sgreeing that .
‘either method -could de uud, 20 ‘that you eould dupnc.tc the letter

for your customers if there is a customer relations problem here. -

. Polystyr éhg

Turning to perhnpu the "second longast pesding potit‘.lon ‘at FDA,
egain I simply do not have anything of substance.to report on poly-
styrene. The laat-time I talked with anybody st FDA on the subject
was last Friday, when Mr. Randolph told me that he has not really
devoted any time to the wattar recently, s0 he still has to dreft
a regulation. Of course, the esiance of the Problem, from a

e

procedursl point of viev, 1s that FDA does nat btelieve -any pncttcul o

" problem -exists becsuse of the delay. The theory'is that polystyrene

is prior uncttoacdf as far’ Qomboay knows, you.can sell all of it
you want under the “prior sanction” and, therefors, tha {assuapce of
a regulation from Mr. mndolph'u point of view i@ not "as iuparh.nt
as working on other things.”
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Dependent o bhow this Committee feels about the matter, or how the
Dembers of the Palystyrene Taak Group feel, if we want to elicit
their views, I think that we might at this point errange for some
type of a Coumittee delegation visit to bring more pressure to
bear for the issuance of a polystyrene regulation, assuming that
the lack of one i{s creating scme type of hardship. The delay may
not be inhibiting sales per se, but 1t would certainly be nice to
lay to rest this problem for a couple of reasons, Frankly, it
annoys me to have to report the same status every time but, more
important, appropriate action might be helpful in some of these
European situations where other eountries are considering regula-
tions to govern polystyrene. Our government has a chance to
provide some leaderchip here and maybe ressclve stme very difficult
protlems that the Eurcpeans are raising. I have used these argu-

nents with Mr. Randolph and with Mr. Rsmsey, but so far they have
not been overly stirred.

Coatings Petition

The only other SPI petition that is listed on the agenda is the
Coatings for Plestics Petition, which we consider inactive although
it has not been withdrawn formally. Especially in light of the new
Guidelines that have heen 1ssued, I would say that sur plan, when
and if the cccasion demands, is to guietly withdraw that petition.
Fortunately, it has never been "Noticed for Filing" s0 this will’
not present any apparent customer relatisns problems.

The Guidelines make it clear that if FDA wants to insist on detailed

data to support our petition it can do s9, and we could net comply
on any rational basis.

The most important thing to remember here is that, a go2od deal of
time having pussed since our Petition was filed, I belicve most of

the substances covered in the Petition,that were not conjectural as
far as use is concerned, have been covered in one way or ansther
under existing coatings regulations like the ones\.for the polynlefins,
and the one for repeated use articles. There have also been some
regulatory amendments in the past few months with regard to some of

the other coating materials regulations which Bob Miller is covering
in his regular report.

FOA Personnel Changes and llew Policies

*

Now, let me spend a few minutes on the so-called FDA organizational
changes which might better be characterized thus far as a game of
musical chairs. At the top level, Mr. J. Kenneth Kirk is now
officially Associate Commissioner for Compliance so that, in practical
fect, he is at the top of the chain of coomand as far as Food Additive
Petitions, among othaer things, ars concerned. Hs has already moved

to Arlington, to the new Crystal Plaza Building, whers sveryone in the
Ccmmilaioner'a Office will be goon.
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Though it may seem like a detsil, I might remind you that a few
years ag> we went to some trouble to try to impress FDA with
the idea that it would be very helpful if all the pecple who
deal with F>0d Additive Petitions were in generally the same
area, 87 that they could confer with each Sther more readily.
Unfortunately, io the past few months there has been some new
decentralization ap that the Division of Food Additives and
Standards people, for example Messrs. Holtz and Munsey who deal
with indirect additivea, are back in the South Agriculture
Building, separated from the Petitions Control Branch and the
Division of Taxicological Evaluation.

Aside from these relatively inconsequential changes, there is

little more“of direct interest to report on the FDA reorganization
{ront, per se.

For those of you who have not yet been thoroughly exposed, y~u
should understand that far from things ever becoming simpler at
FDA, they usually become more and more complicated., As you may
know, over the years there have been constant camplaints that

FDA ignores its statutory mandate to act on Food Additive Peti-
tions within the 180 day maximum permitted by its enabling law.
This is one of the things that Dr. Goddard has been very disturted
_about. He feels that FDA should act within the time ullowed by
Congress on any matter, and he has §o advised the FDA Starf. :

There has now been an important change in FDA policy which has
taken place in the usual quiet, unannounced way, allegedly because
of the pressure Dr. Goddard is bringing to bear for more expeditious
FDA action on the filings made with it. The situation is a little
complicated, 8o I ask you to bear with me for a bit of explanation.

To clarify as much as posssible what the Staff has done to meet
the Goddard requirement for more action, let me try to put the
matter in perspective by starting from what has beee and moving
into what ia. Until the early part of this year, a‘\Food Additive
Petition would slmost never be "Noticed for Filing"” within the 30
day period talled for by Seciion 121.51 o0 Lthe Food Additive
Regulations. Instead, the petition was circulated for virtually
cmplete review by the DLivialona of Ford Addlitivas and Standarida,
and Toxicological Evaluation, sfter which extensive inquirlies were
ususlly raised. The petition was ther "Noticed for Filing" only
after slmost complete substantive resolution of any problems that
cape to light in this "pre-acceptance" review procesa. Even 89,
FDA seldsm took action to promulgate a requested indirect Food
fAdditive Regulation within the 180 day statutory maximum time
al}lowed for such action after a petition s "Noticed.”

Since the beginning of this year, FDA has generally speasking
established & policy of filing all petitions promptly (i.a.,
within the time Section 121.51 pravides) so long as the pstition
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is prima facie compléte. This ia undoudtedly what was originally
intended by the procedural time-element safeguards set forth in
the law and tha regulations.

Unfxrtunately, however, the riew FDA interest in complying vith
statutory standards and eliminating its huge backlsg of petitions-
mainly for indirect additives -has.brought into play a new twist,
perhaps wore properly cheracterized as a "backlash." In its
anxiety to eliminate its bocklog and industry's complaints about
delays, FDA i3 often advising petitiocners, sometimes at what
ansunts t2 the eleventh hour, (i.e., just before a 180 day deadline
e:pires) that a Petition Noticed far Filing cannot be acted upon
favorably withsut some extensive new study or studies nst previocusly
reguested in any way. Simultaneously, it will be stated that

unless such data can Le made avallable, the petitisn will be denied,
or a request for “withdrawal without prejudice” may be filed within
30 days. In a number of these cases, the additional data requested
night be a 90 day feeding study 30 that the petitioner really has

no cholce but to withdraw the petition'and suffer any commercial -

consequences Federal Reglster publication »f the withdrawal might
bring about.

These consequences can involve considerable loss of business, or
at the very least, a need for ssme potent re-selling. For example,
a customer might be using the petitioner's product on & “no-migratizn®
basis, having been satisfactorily convinced that such use would
present no real problem during sowe interim time while a Food
Additive Regulation was Leing sought to provide more tangible "federa}
approval” not otherwise obtainable because >f the FDA "no-migration”
policy. Convincing such a customer that there is still no true
safety problem, but only a procedural one when a "listice of Withdrawal
Without Prejudice” appears in the Federal Register relating to the
substance he is using will be, et best, difficult and could be
imposaible.

L
Under such circumstances, ns we see it, the nequDA policies seem
overly rigid ard impose a very important additinal jeopardy for
potentiel petitioners to consider. They moy well work to reduce the
petition backlog, Rot only by bringing sdbout many withdrawals without
prejudice, but also by diccouraging the developuen® of new praducts
or the filing of petitisns for any reason, Ve feel the approaches
nov in use exalt form over substance and ghould be re-evaluated,
bearing in mind that the statutory and regulatory deadlines were
provided to protect industry from arbitrary inordinate delays, not
t2 provide the government with a convenient procedural device to
clear its petitions liat without substantive daterminaticons. As a
minimum, FDA showld exert every effort to review a petition promptly
after 1t is Noticed for PFiling, and sdvise prooptly as to any and
all additional data deemed necessary. In msat cases, this would give
petitioners time to provide the date before the 180 dey-time allowed
far action on & petition, and FDA would still have its full time
allotment to act in light »f the provisiona of Section 121.53 of 1ita
Regulations,
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In nght of the poncy be!.nu ronwed now, ‘there 10 .uu 8 new
reazon ta corialder the pros and cons of £1ling s petition very . .
carefully. ' I know this is samevhat cintrary to what FDA would
like to sea beceuse thay ecmuntly uwrge the filing of petitions,
but they also conticually impose nev roadblacks. If you have to
worry about bom compellad to "withdrav without pu:udlcc st
scme point, I would think that you might think a long time befcre
y3u file s petition end perheps --I throw this out for vbatever
it ie worth-- perhape you nﬂn want to bave scms type of
commitment in writing, or group of comitments in writing, from
FDA to the effect that .dats thst you have prepared is adequats

to suppert the issuance of a regulation bctm yau even file a
pc;iunn. o . v

One pouiblltty that you. -ight conudor 4, priar to tuiu s .
petiticn. submitting all of the data thet you would normally f1ils
in & petition under covér of 2 ‘letter, uu.uc only for YoA's
reaction on tbt data, 1..., "Is 1t adequate to support the
issuance of a regulation!" 6 You might have t0 vait a while for

an ansver, but probidly ho longer than on regular petitions. .
Y>u should, of .course, try to phrase such letters carefully so

as to clicit as direct ‘and dispositive an answer as-possible,

and then file the petition sfterwvards. I mention this possidility

_ for vhitever it might be worth end vithout any ¢ulrlntou that

tuh play to avdid the. nev Jecpnrdy vill work or. viu net be '
countorintcuiunccﬂ. , . o . K

101 Intlrest

While T have not done this previsusly, I would like to mention .
tvo court cases, st least for these of ywu vho are lawyers; and .
maybe for those of you aho have ‘the kind >2 orsblen they involve o ot

. in your company once in'a while. The first case is reported as

dnseph T. Levis v. Martha Balter db/s Baker's Pharmscy end

. Richardaon Me Inc., decided by the Supreme Court of the
State of Grsgon m 20, 1966. The Temson I think this cue
" may be of interest to you is because the Court held 1n effeet

that;, if there is an existing FDA approvel for & substance. (tn
this cese for ‘s Drug),.this constitutes & factual finding that
the substance i ressdrably aafe for. i%s intended use and that, .
therefore, a cause 5f ection on the strict liability theory T o
(1.e., without proof of negligence) in selling it to somedody -~ ~ . .~
does not lie,’ even though the substante Wiy have caused some . '

kind of serious illness. -For more complete information you may
vent to resd this case which 1a reported b-sinninl with Paregraph
5546 of the CCH Products Liability Reports.. My mein reason in
mentioning the lLewis case {5 decause 1t provides some agsursance
that, if you have Fooa Additive Regulation coverage or an FDA
letter on m product, an added legal dcfcnu to J.hbuit.y for auch
things as allergic ructiom exists.
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mtnmbwlom. m-hﬁnmcot .
glond Ocrpeg bn, I @ces not. '

0. 18500, But Lt uy

s mtiay : W .
‘be helpful in connec tton vith & kind of questisn ve receive from -
ot

of you all the:time, 1,e., the matter of the liadbility of
The mnm boils dowvn to the mtter of

" vhat 1ladility oxilt: vhen you sw@ply s campment, somecne. slse

makes something. with u, or chuuu ‘At, and the fimal product is

' -mndtouucutnawbcumcotuucmt. In the

Power Ski oase, the Court says; 1ia ‘sending the cass dack far
1al, that the question of vhether or nat the supplier

'oracmt. shorld have known vhat St was going to.be used
for, and therefore had some romumwmwu only

supplied ¢ oomponent, 15 & valld queation to be teksn \p.io's

“trisl, This ocase zn nportad in ?lupsyh 9579 af CCH's Prnducu
' 'uuuuw lopoﬂn ..

The ¥DA mg tuu :

‘N:rninc to thu Gul.dclinu thnt 7DA.hes nov.mede. -vuhbu t5 us,
let me first note here that we did get some specisl treatuent by

Mr, Remsey in making these aveilsble to us., They are going to be
publi.lbna 88 'ia., This i3 not.a mtter on vhich we have @ right t=

_comment before pubucluon, according to FDA.  Distribution will .
‘be made by weans of sending coplis to cvorybody on the Food

Additives. Rcmhtim miling 1ist and those of you who gat the
ameandzsnts to the !'ood Auitiﬂ llquhtiml viu _.get the document
again that vey.: ,

I have some probhu wtth ‘the Guidelines --with the substance of
" the Guidelinedes and with some of the littls quuti.on- they nlu.
~ I ‘mow from scme. of the members of the: Steering: c-:.ttu that

yw have -already came up with: sae quntim. S

. As far s the status of then Guidelines go, at least in my opinion, .
"'I think that you have to assume that the FDA Starf will -now use :

these as s clgckiaff list to-sam cxtcnt o any petition filed. -
I suggestthis ia to bBe &xpected even though 1t 1s contended by FDA

~ that. the material constitutes culy a sat. of Guidelines =7 that . = =

there ia no real’ force of law btehind them. - I think you have to
assuse, as A practical matter they are going to bé looked at by -
every wenbur of .the steff every time they look at a petition, and.
I think they mean what they say whare it .is indicated that, {f you
are not supplying some of the 1nromtion requnted, you had hettcr

'exphtu why.

Whnils we have vu'i.aul prohlnu from. tbo ‘legal poi.m. of viev, {fon

wxassple vith the matter of reéquiring data on intended technicel effect,
perhaps the first' question to be considered ia what, if enything, we

- should do to make our ideas about the Qudelinu knova, What I
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-uunt-d to tho smnnz cmttu ww 1: thn.t e mx sbout .
the Culdelines ‘4t this mesting ue smoh s you wonld like, and then '
eonsider vhather or not se should let FOU know that ve would like to
make som3-couments sbout the Guidplines. Thers sre any number of
spproachey you could use, P exasple, I think thess Quidelines

vould form a good topic for some of the quus.na-ud-mm sessicns
‘that wve might have vtth thc m stars ot uu ram mtw :

The wmore unctblc prapoul that I ulmccd as n pouwmw :yutmmr
and that I pass on here for your consideration, is whetber we might
bé vell advised t4 aoknovledge Peceipt of coples of the document.
from MP. Ramasy, letting him know that cur Committee has deen cmucd
with copies and that the membexs of the .Camitiee say have scme -
helpful commests to meke in &us courss., In. thbis vay, we can inform

. hiw thet we are tHiaking in tered of seading him soms information,’
even though mupl 1t may be seversl wonths before you send {n your
comentes and sugaestions, and we bave an opportunity to composite

. them.end put a' letter together, if that's what you wvant to do. I .
think tha floor ehould be open f£3r questimms and discussion ca this °
point nov, n t un Mrcby conecluded wy nguhr :uycrt. ‘

'n:lnk vou

utims Conments, Actions Arisi 'r'ru' ul' port’ -

AlCter Mr., mcm'o nmru uocuutan cbout tho nttcr o!‘ uuuung t.hc pownnn
test methods ¥Decified for .polysthylene and uhm-l-cmn, and after some
general obscrvations by Mr..Pugh of U. S. Industrial Chexicals about the. sntire
situation, it was decided to refer this matier to the, Technical Information Sub-.

‘committes no that 4t may: .(1) Collect such data s may be availsble to show
" correlationg beétween the so-called po.lypropyhm method and the wethods now

specified for polysthylene and Ethylens-Alkstie-1-Copolymers, md, (2) 1‘0 -ko |

'genoral uccl—lndltionl to the full CMM'.“ in thil ares.

It wu thc consensus ot an thue prumt thnt t.he SOciety shou,ld be mt ulucunt

ta file any petition with the Toxd. and Drug Mplnutr-ti.on to meek formal amendment. -

of the present- -Olefing rolynr neguhtton. although it should perhaps make mihb,v
the data .and/or eny conclusions therefrom thet the Technical Information Sub-

. ccumittee is sble to asdembla.. After this is done, further considerntion will be
given to the best ponthle use to meke of thie dsta, in llne with Mr ‘Heckman's

genersl r-cmndo.ttom. .

In. retsreneo to Mr. Boehnn‘c announcesent uut the po].y-tmm petitions sre still
"fn limbo", be had posed ®- question ms tO whether 1n reality the lack of & regula.

tio on polumone {s tampering the sales of material. It seemed to be the general
consensus that {t could not be stated; as a matter of fact) that the delay in the
issuance of a regulation is presenting eny practicel problem and, therefore, no .
instructions vere given es.to sdditional formal epproaches to FDA. :Mr. Hecksan will,
of course, continue to.check with the sppropriate FDA gtars thicitll tad use: T
reasonsble efforts to ses thct the reguhtion {e inucd as prenptly a3 possible. .
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. Mtu- considerable d‘lunuuion of the: Mq.nnu problu, tho gcnoul hnl statua

'm‘ . - ) :.""4

of tha Guidnluu, and related watters, it vas -:nod hy the Do-itt« that the -
following ltlpl should be teken:. . ;

1. . Heckmn vas* “inctrucied. to. writs & adort letto. ‘to Hr. Rtucy.
as promptly s possible, to acknowledgs receipt of the preliminary -
coples of the Ouidelines and thunk piam for the considerstion (iv-n
"in providing. this materisl so that it ¢ld be mads ‘availidle to
the SPI Committes &t its August 23 weeting, In this-sams letter, .
Mr. He¢kman i{s ta indicate t9 Mr. Reurcy thst the mewbers of the
Committee are 4ntavcsted in surplyinz the Faod end NDrug Administre- )
“tion with thelr gaiteral coementl oo the utcrul set torth. nnd
vi.n be doi.aa nc 1n tho reatr n.’wrc . : ) g

2, I«u mr'l or tbc Oonittu, ‘who desirs to d.o lo, uc to lubnit. L

. -t Mr. Heolamsn, in writing, any comments, oritieisms, or. suuntiom
-"they night hive in:connection vith the Outdelines. ‘80 88 to .
provife an arderly pracelurs, o deadilne Jeic of September 30 wvas
set for the uubniuion of suek ceunntl to Hr: chkun.

3. After Septeuder 30, Mr. Heckmsn vil) attempt to sort out the commants
received, and compogite them in s draft lct.tar or set of comments,

- , 8 that the same can be rerircvlated 2 tic entire Comsiites. In

‘this way, the viaws of the Comnitten will te elicited first and, - '

: , . thereafter, a'letfer or similar f1ling vill be suxaitted to

" Ur. Remsey relati'e to the Guilelines. It is hoped that this will

lead to some valuable clarificstions, or perhaps even changes 'in R
the MDA publication. Another possibility is that this work will L e
p-ovi:le the basia for some 1nteresting questions and ansvers at . . o
the next uettng of the Fcod Packaging lHaterials C'Jmittee, at . : L
which ‘PDA oftieull are expected to be present. ' '

Report of - Inrycn va.to_zx Su'bemiete _ -

'Chumn ;.‘ngle called upon Geor;e T. Scribn, Unim c:rbi.de Corporution and Chniman
of tho (:cmittu [ B hwyorl Mvhsry Subcc-nttt.ee‘

. Scrl.bo, nterrtn; ‘to the hshhtive out.look, mdicuted that there 1- :
essentinlly 5o lzminent sctivity relating directly to food paelwginz. He did dirm
- attention to several items he felt should be drought to the attentinn of the overs. .t .

Committee,-if for. hothing olu, as & mesiis of keaptng the groﬁp infomd of mattc.:
of genenl intorut ’ .

Thus, he dimcussed brieﬂy the nev. Rule No. 66 passed in Ios: Angelu, Calircrnin.
which relates to dir pollution snd more pertinently prescribes rather severe lum's
for thn enission of solvents by users.. Mr. Scriba indicated that details on "Rule

. 66 way be obtained by ccmmlccting vith the Nuttml Paint, v-rnish and anquer
. Auocist.i.on. ‘ . . .
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Hext, My, scrida mmm emthutlen is. um um to mpph-ntin. the Mnnl .
Hazardous Substances labeling Act by emending it to give FDA nev suthority over - .
wipackaged “hasardous srticles”; tays, etc., when & finding of potential risk 1s T
“wade. : 5.3298 and Title IJ of H.R. 13886 are the Aenste and House Bills respectively 3
under fjwtdwltioa which vo\ud prwldc the ldditiml ﬂcuhtm pwcr in thia ' -
area. ¥

"Mr. Scrida also dirvested tue Ce-um‘s uttutian o t\a lo-eonnd "chud Satcty .
Act" legislation proposed by means ot Title T of E.R. 13886 and §.3196. The porticas
of this legislation of most direct interest to the plastics industry would appear
to be & propossl .o amend the h«nl Paod, Drug, andCremetics Aot 10 require -
_safety closures op bottlss used for housebold drugs, particulsrly aspirin, - L

. dr. Reckamn supplemsnted My, Scribs's report in this reguwd by inferuing the

. Camittes that Dr. Allan B. Caleman, Chsirman of an Amsricen Pediatrics Assecistion S
Child Safety Comiittes, hae béen in toush vith Bis Yo suggest that the phutiu R
industry might want to participate in & program to develop. stasderds for such = =~ .
safety cloaures, 'since it bas becams apparent at the hearings oo H.R. 13868 beld - S
thus fur that such standards will bs needed, up«huy sr action’ is hun on the Lot
'hgﬁ.shtuo propoul. o v T

It wvas luuutcd at thid polnt, thn ‘the lottor of dovolupiu ‘Commarecial smwdn '
is always mare Propeviy within the realm of sctivity of tha various product.
divtsiou ‘within. the S8ociety. In this instance, . the appropriate product diviaiop

the plastic-bottls group since it has been awol.cpm closurd standards in other = - .
u-m Thua, N. . Smith of Ovans-Illinois vas asked to take this matter up vith L
the Plastie Bottie Divisiecs, perhape through its Food Bottling Committes, or co .
vhatever other sub@roup i approprists. Mr., Spith agreed to undertake this . ~
sssignment vith Mr. Heckman, promising that he wvould mpply cap!.u of nl.l ueuround

) 1.ntu-ntton on the subaoct wade svailable to hin by Dr. c':h-n

mu.w . Scrtbt «J.hd the c_u.tu L} st.t.unuon to tha' wopoud amendments to
the Administrative Procedurea-Act (APA) cootained in §.1336, now before the Bouse
.of Revresentatives Judiciary Ca-.tttn, hlvi.ng been patsed by the Sanate in June.
“Mr. Scribs pointed cut that this bill looks towards atrengthening the APA, 50 as
‘to bring about further assurance that those who -ut d«.l vita tedonl mnctu
will be affarded e“!‘ectl\n woced\u'dl "due yrocess.” , ,

. M. ‘Seriba noted that. a5 the Benate Report on this hgithtiou states, the
continual ala of Congrevs is to t.ry 10 provide s Duch assurance as possible that
‘those wha dead with the agencies “will be treated as citizans, and not as: subjecta.’ .
Mo Serida pointed out that, vhile it might sppear thst this oatter is of interest S
- only t9 lawyers, he belidves everyone should at lesast be aware that procedural rigl ‘s '
are very Lmportant 'and should not be foregone 1ightly in dealing vith the Food pnd
Drug Administration vhich, after all, Has no exemption from coxplying with the
f‘q&ii:ﬂntl of the M-inumuvc Proccauru Act 1n its rulc-ukius end sther
activity, : . . .

*7 Pas T masting oter oniepmhr T, 1566 ‘the Senate puud 8. 3295 with
smendments, ' This Bill will bring unpackaged, 88 well -ss packaged, .
“hazardous articles”, and housebold articles: traated with pesticides, )
under the Act,: It will al30 give FDA power t3 ban. bazardous toys and . .
. other e‘htldr.n (] lrtichl ‘from Interstate Commerce. . TR
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Chairman mh called w Bobcrt M. Miller, llcrculu, Ine., uad minnn of the
chhniui mmuou mmm-. :

1>, Mlles np;,sliod " vzittm repa:t mcludm‘ his u;um luung st rocently
issued Pood Additives Riguistions. e then cowmented btrisfly on aome of the
petitions filed since the last meeting, thoss vhich bave recestly been withdraws,
and othar highlights of his report. (Plsase Note: Attached bereto as EXATBIT A i
the revart v Mr. iillew on behdlf of The Technical Tuforma:!s. Subeomatlitee.)

P' n't‘ si’ )

One af the mt utim phases of u.-ttvity of the !'Qctmtcd Iutor-tion Suhcomitt.
Wr. M{ller said, relates to the work of the specisl Pigaents Task Group under the
.direction of Arnald 3. Pinestone of Yoster Grant Compeny, Ine. Mr. i!:l.l-hr

cunod upan m-. I'Luutou to ¢1n u mt on tm ocnvtty.

Dr. rumtm notod mt, urlicr this yur. cun.mtutton vas nnt to all -bcn
of the full Committes regarding the mewbership's interest in participating in e
“rounderobin” testing progras using the atemic sbrarption evaluation meihod to -
deternine heavy setals extraction potential from plastics. Vben the first
cammunication did not produce much of a response, a sacond letter was sent to
evrryone by the Sscretary under dats of May 20, i > How, at least sixteen
companies. have signified' preliminery intantiou to puttctpm in the stamic
'cbaorption cvaluntion proa'n. .

pr. H.nut.one then read the rqnmi.ng plrtl of & ¢ommunication of August 8, 1966,
. ‘e:ming the douill -of. how the pr':poud rcmnd-robin tut.m progren mld
" handled. | _

sy aect Punmu Tuk Group Proponl for Atamic Abuqtio:a
- Evnlmtton Program - . i )

"The results of the letter 5/20/66 and attached qnuuomire
fyom the Pigmants Task Group Chairman to the SPI Faod ?oemms
‘Materials Committse mambara concerning participation in &

program to defins the applicadility of atomic adsarption tech-.’
nigues have baen tabulated. Tha atazuue. du-tvcd from the ’
mrvey nrc s tonou: )

'sixt«n oqmuhl hnvc ugnincd ynllni.nu-y tntmtiun

t» participete, .and this extremely genieroud response

will allow. us ‘6o carry out the request of thc Pood
“Packnm wuruh cmté«

'F%\u metals ore at primry intarest {ca, Hg, m., Cu,
Cr :

‘Seven pumu types axe of primary mtcrelt (polyltyrene.
'uplct, ABs, Hylan, polyetnyhne. polypropylane and m)
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‘Considering the tbm tntora. a prlctieu.l progran has been formulated
to minimise the wark load per pu-tieipoting cnquny vhile attempting to
mi-iu consistency.

-

. 14) abould be checked.

e
b3

-
-

T S RN

- Q;.
.
.

At hut two coneontnttom of each punut (0.25 and

PR O

'Six ntuetton conditiwm are rcqutred.'

i

‘l,. ‘One company could suP'Pl‘I all five plgments
necessary; 150 grams of each of five types.should
be aufficlent far the' cnttn program,

2. Anu.alu cfnyolmrm.vwldbcndcbyone o ‘ R
' company, . Therefore, seven companies would prepars - - S0
specimens from one polymer type at two toncentra- - STy
tions and frim rive pigments. - Details of suggested - L
specimen pnpt:nt.im are sttached to uxuiu uni- . S s

 formity, . o . L ' -
'3. To keep 't!':e extraction work st a minimm, each - ‘
company would extract only one polymer type. This
would allow esch of the seven polymer types to be Lo
cztuctcd by two cupniu. - o N '..“.‘
Tottl cxtnetionl per coapany: e . .

1l material x 5)1.@&!1“" x 2 concentrations »

+ 1 blank « 1 nz;lplel x 6 solvents = 66 extracticn _
- ' sazples,

Detlllt ot .nodftted'extnctlon pr:ceﬁure are lt’t‘tpeql. :

th, Total \tork !ar htouic Abaorption-

66 unpln x 1& cmp-niu - 92h analyses, o B K

's.  Cost: Jureu Ash has uoted e 75 cents cost par
- analysis, which totels $70 per participating coapsny.
Anavlnc for contingencies, the analytical cont per
' cm lhwld not exceed §125.

6. - A suggested pnrticip&tlon flow scheme and tina table :
is ntttohcd. : o

"The (bou progru \11.1.1 ot ‘answer wery qnut.‘.on. however, it does o
incorporats. the suggestionk made bty those rupanding to.the Pigments ’ ol
‘Task Group's survey, In 844ition, 4t 1s workable and practical while S
covering the desired polymer, metal and solvent combinetions. A » o

. eomplete rouhdercbin bas: bean suggested as an alternate with each" . . .
‘company extracting each polymer type. The number of oxtnetioxu ) o’
© involved, twuvcr, makes thia .p‘pro‘ch impracticsl, . LT L
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"Anmu th. mn ueoivtlg als ’rqou:l.' ‘ tul tw wml
s Teply would be in order by August 22, Assuming all crzu-unupsu,
the program,. n outuud {a t‘bo flwom, o-au start Awt 2

" Br. Finestone poinud ot th-t the m-om u:uu*tun 15 to have each coupany extract

snly momm., vith one lsborttery handling the enalysis by stomic .
|bsorptian. -By doing this, the cost to ssch eampary, ss Dr, Finsstone's report
points cut, will be kapt at s lizu.“. &ho cost wehbl.y bdn‘ aroung $70 l.nd not
exceeding ‘125 pcr em i

In utorriu ocun to his upert ‘a8 pon-ud nt the dey's -uttn;, Dr. mntom
said that it way aov be.necetsary for biim Yo ravise the protocol f£ar the proposed
round-robin progrem in light of the "Ouidelines” vhioch Mr. Neclmmn.vee. able to -
obtain from YDA Just priér to the day's. Ioouu. !‘bu, there uy be 2 lJ.uht ad-~
ditiooal dah.y h c-nci.n‘ m ‘pragres., ) .

In rupenu toa quutim lbuut ‘oversl) tmu tw euphuu ot t.hc rtﬂnt.. Task’

-Qroup- assignment, Dr, Pinestons safd that, Bepefully, by ‘ths iiddls of Ootober, the

actual evelustion will have ‘been completed, and thén 11: will be yp to hin oreup to -
begln interpreting the hh. Mr. Ingle said that be would ‘hope thet poesibly :

Dr. Mnestons vould have s cqhu)q dcﬂnitim Teport on wac.nn at the next -

uotug ‘oL .the ce-uuc. .

In rupoau to quuttom from nev nttmdcu ot the d..y'l uulm, or. ri.nutoac

. Teminded that, a2 crutnnny cdaceived and s» still intended, the sim of the '

oversll Committee in this arén is to prepare s sanual or detailea buuotu du.un;
v!.th ttu proper avd.uttou of the use of ptucntl in pJut!.c-.

Intmaﬁoncl De\nlunt.

Mr. Ingle notcd thnt the mlﬂu far the past ssversl meetings have prcvuod for

open discussion of intarmationsl developments, the abjective being to give the
members of the Committes an cpportunity to exchings informstion on the atatus. of

‘packaging materials regulations s, they .oxut oF ‘are bd.nc ytom.lpt‘d in Eurapun

ecnntriu ‘and olunh-u i.n tbo werld _ . .
Referring to thc Dut.ch Food hc\uginu quht:.au, \m.ch vas duculua at urnu-

- meetings of the oversll Co-“tn, Robert Miller stated that undu deta:of July 7

be bad couminicated with Jarome I, Heckmen, Req., regurding an up-to-dete report’

_which a Hereules rmonnhu“ in the Hague has Provided on the wojectoa Puteh

Food Packaging legislation. "He then read and comsented gunerslly on the follswing

"The uceing vas tom uut the nm.um- hn metm so mh crttmu
on the resent draft that another draft will be prepered, with pub.'uel-
Atioﬁ oxpoetcd ln uu fourth qun-tar of thtl ru.r.

"rhis m m till perait a tatll contnllnlttm of fnod by tbo
packaging’ -hrm of 100 ppm. This 1sa victory for industry,
since the govermment: rmounuttvu wanted to gllov only ‘10 ppu.
Analysis wathods to determine the amcunt of ¢omtsmination will
not be given in the dralt. ‘decTes, another victory for industry.

' jmnr, mmiux uthadl to dotcuinn thn ‘content of ;netui.nc
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materials . in tht £00d vul have to hc developed. ' Since the decree
will specify coatamivation in the food, strictly speaking it no
longer will De sufficient. to use food simulating solvents, but the
cofsensus is thel the food law inspectors will secept simulating.
solvents 1f thie totdl contamination 1s less than the 100 ppm. If
more than 100 ppm is extracted by the sclvents, an anslytical
procedurs far the food will bave to bBe supplied 4if the material
i t0 be used (sesuming thie would result in less then 100 ppm).
Tha government 1s interested in & comparissn of extracticn using
faod simulating solvents with actual lipatlm to :oad end ulud
for wny amn-ah dita (FoA autw-c study). .

"The current arart decree states ehu euui.n ch-icaln could not
be used, The nev draft wqbl.b:l.v will say 'may fiot be present'.

In the nev draft there will be an articls to the effect that
chemicals may'be approved by 'Ministerial Decres’, perwitting

additions to m I.tat vtthout cnauu tho m, uhteh mmu uu
much tiu.. .

AW, Downes, u:ioa c.rbtds corpmtton, mde pention’ ot oull conml u::reniom .
vhich representatives of his company bave received upon visiting Burope recently.
For instance, Mr, Downes said that ons feeling the Union Carbide pecpla. stressed ia-.

- that the faraign Tegulatory mnciu sesm fully avare Of FDA Food Add{tive Regula-

tions, btut are atill desircus of actually seeing any 4asta used in o’ot.uuing YDA
approvals before they will approve food peckaging materials components. Mr. Downes’
reainded that turo;an uonc.iu Ay ne-ctlul agres that an ingredidnt is wate in .

- food, but still 45 not "vant it in the £ood") 30 extraction inforwation is alvays
. . relevant to them, Also, Ye mentioned {nformation he has.received confirming that

different ogcnciu wvithin s country often vio uith ueh othu Lor u dominant

. p:litton in lny recuhtory lituatim.

' Dr. Mnestone, Poster ount cm, cmnted an his pcticipntion in Commnittees

in the Netherlands and elsevhere, most pertinently the BIT {Bureau Internationale
Terminal) which i{a composed of. thcnutina froaa industry in the elx Comwoi

Markest countries.  Dr.’ Finestons noted that there is a continuing diffarence of
" opinicn among ﬂprounuthu of the six countries participating in BIT, ranging -
‘all the way from a liberal point of viaw regarding materisls coversge by iaplication,
" to & much more restrictive point of ‘view,demanding pasitive listing of any "imput" -

gsubstance used in waking & packaging materisl. Negotiations are always in progress-

- to'resolve wajor differences-of opinion and the whole situation 18 furiher confused
by the problem of declding among ‘thess countries as to whose concept of appropriate

extnction tests; among M.hor thi.na, {8 to e _accepted.

- Mr. Ingle noted thnt the lub.ject of mtdrmtional devuopunt- will’ be 1nc1udad on

futurs tgudn to . a)low for unim uc‘lnncn of infomuon.
Next Mctt.in‘ ‘

Mr. Inglae stated his undcrlunding thnt the nut n«ttn; is t5 be held in
“Washington, D, C., assubing arrangements can be made for the Coumittes to mset with

representatives of FDA as previously discussed. It-was agreed that the Stesring

Committes will try to choose a day at tlu ‘end of N:mnbor, or durins the firat weel
in December fur t.hna next’ nulm . v

Thers bcin; no rurbhu‘ b\uinou. tho ucting vas «.Jﬂumed at 2:50 Pm.

S nupcettu.uy -ub-itud, L oo _ 7T m S
- Charles L. Condit, Otcﬂtnry : ‘ T S mcl._ :

iiﬂ t’ld:‘.l'd:?;-. nidt
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.Awt 23, 1966 -

. . The 'I‘tc.hnicll Information Subec-ittu has npot -t farul.ly ouce the li.ﬂ:h 3,
1966 full Cosmites wedting. - The only major current project under consideratiocn ia
the colorant in z lastics problem regarding PDA atatus, and this 1 being handled by
our Piguents Tesk Oroup under the Chairmanship of Dr. Arncld Pinestons., He will
rcpo:rt on thu creup‘l utivtuu later. ) ’

One: of the: lutmnta of thc Chatrman of the Technicasl Informwstion Sube

camittee is to serve és liaisan with the.3-A Standerds Committee snd the Deiry and -
Food. Industries Supply Association. . Bince our last weeting, I would like 0 Pepors -

R that -the proposed eddition.of Mylon 6 to the 3-A Sanitary Standsrds for Plastics ves
o uoptod at the recent -4 wasting in Oklahoms City. Officisl oopies bBave been- sent
.. %0 the Tequired signers for walidstics. In sdlition, & nev smendment to the 3-A S

- Sanitary Btamdards for Plastics has been proposed to include ADS a5 & nev gemeric ' :

.. class of n’luttel vith qppropriate performance specifications.. This propoeal must ‘
. @0 through tie usual spprovels and, if wmod, vm 'In uldod to tlu nmrds at C
" tha pext amml mttu g , . oo

. The fonm ﬂm nev tood edditive ucuattons, umhd rmmuonl, o
' propossd regulations, vithirsvmls of petitions, and noticss of filing, deemed of
. Antersst to the SPI Food Packaging Materiale Camaittes, have been published in the
Fo&onl Ronctcr ltneo our March 3, 1966 meating:

mmn C M__ o '." mn‘ : § B!.m. e i
-- : nm{; /66 mtuny mtidiud po];-tm'hne as :

. ‘ ‘protective Coating or component of
S : S ' E oo conting.for fresh truitl md

_ vegetables - ,
12102531, . - Auendment  3/L/66 Provide for uses of lnothu' nin.nl “
121.2589 . T e o
L 121,541 | e Amndunt 3/9/66 Provide rm" smulsifiers in FVC cnd/o;

vinyl chloride-~vinyl ccnuta capol--
mu for Food coatact .

: 121"257" ““"w“'l . 3/9/66 add nonochlwobonzene to polycu-bonatg
| o "L ‘reains K ' ; »
- . Filing - 3/10/5_5 Pravide for use of polwi.wl nlcoh;l

as tadleting adjuvant in vitamin

. concentrates xnd lulttvitmin
L concentratas ' :




- & :!.

Provide ‘fo7 additlonsl emilsifiars’
- and/ar surface active egents

(kyl phencxypolyethoxyethanol)

'Provide Ior use of poiyners

praduced fram ethyd scrylate,
styrene, acrylonitrile, acrylic
acid, and Nemsthylolscrylamide ar
caponents of resin-bonded n:llk

ctum-mm polyethylens
" Add chylou-iaabutyl lcryhte

. Monton m derivatives as -

Add polyterpene’ i'clinl' -
‘Add dieyclolmql pht'.uhu as

Add sodiun or ammaonium
nonylphenoxypolyethoxy (& moles)
lulnte ms emulsifier '

Use of poly 2-(d1ethylmina)othyl
phasphata az

" .suspending agent 4in vinyl chloriis
' eopolymsr resins and hydrogen-n-

butyl-(3,6-endamethylens-1,2,3,6-
tetra-hydro-cisphtialate) as
nonomer in viny; ehloride copol-

.Gl.)rcidyl acrylate and gmtdyl

methacrylate as comonamers in
vlmnd.ne chloride copo]qmra

. Add substance as antisxidant for

Triethylene glycol in ink tcr

‘Trinting food contact materials

‘ __ggérxon _IoE
17128 piding - 3/10/66
121.2536 Filing 3/15/66
A . ' filtars
- Fling 3/15/66
121.251% Piling 3/15/66
LA o : capo].vnu..
-- Mleg T . 3/15/68 |
. : lubricants for PVC
" 121.2569 Filing . 3/15/66
121.2569 Mling 3/15/66 .
. e R phltteiur
(1212561 Mling 3/15/66
.- Piling 3/25/66
: - methacrylate
ymer resinn
121,2569 Filing 3/17/66 .
121.2566 h Amendment 3/22/66
R o ' polyuido resins
- ‘Withdrawel 3/22/66.
- Tiling 3/22/66

Coated polycerbonate £ilm

SPI-26994
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- 121.2%97

. 121.2503

121,250

| 12).2507,
121.2514,
12‘.3%9
121.2501
121,250

121,259

121,2570

121.2526

121,251

-Notice

S Mling

PHling

«Aiimdnnt

Anendment
Anendment

Notice

New Reg.

Wiﬂ‘ld?lu‘ll
Withdrawval =

" Amendment

51366

'I /7766
5/1/66
.5/1?‘/66
3/28/66
6/7/66

| e/és/es -

. 6fe5/66

‘ nltc Puucitic luiduu cmittu--
‘Statement for Implementation of .
.Report on Ro Reeidus and Zero
Talerance

u/13/66

Notice of apportunity for hearinge--
Proposal to refuse to approve NDA
wvith prejudice-=Pextran Injection
6‘ in plastic coatainers

L/a3/66

Prwuc tor {increased levels of .
acrylic modifiers 1o samirigis and
rigid PVO phltlel ‘

.. Provide for terpens rui.ul 1n
yol.yluic filns

Ohfin polyun--d.fine copolyneu A

Provide tor use of N lt-bh(h-bv-
draxypheinyl) pentanoic acid-modift
polyanide resins in cuﬁngc '

5/3/66

Additionﬂ. uses or noacrystmine . . S
polyprapylend. o e

5/18/66 | AAd sodium n-ailqlben':éneiultmpte - -
: as’ erulaifier :

‘IOrd_el' refusing npi)ravll of

supplesental NDA for Dextran

Injectlon 6‘ packaged in plutic
containeﬂ

6/7/66 Vinylidene chlm-ide ccpolmr

. ¢oatinga for ny}on £4iim :
Extrlctioﬁ tests uimeceuu;y for
ethylene-vinyl acetate capolyners
in edhesives = '

Use of- tlicycnc petroleum hyuro-

_ carbon rninn )

6/é5/66 Vinyl chloride-cetyl vi.nyl ether
coprlyners i

Add lubata_ncea 2 enm.'l.sifiérs
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S 2
4 o
121,0569 Withdrausl 6/30/66 chye..aho.vl putislate a3 : S
: ' o 0 plsaticizer , . s
1121,2526 - Amendment - - T/2/66 | A4d item as wwulsifier for
. " vinylidene ehloride eapolyur
_ - costings | . .
121.251k . Amendrmant 7/2/66  Add cartain tcry.uc ecpo,lymrl
, . X as uodztttn fer cm resive
_ 21,2541 Anandment T/9/66  Add item as powuation ,
R , ¢ emulsifier fur PVC and/for viayl - ¢
Vet B ' ehleﬂd.-vwx acetate emlmu . oo
i 121,255 . Witbdrawsl . T/12/66  Esters of gua rosin
- .U Pling . 7/23/66  Use of 2,5-41(5-tert-butyl-benzo-
o xatolyl-2'))thiophens as optical .
brightener in «mu polynric
_ capounds . ' _ _
"121.2%13, Revocation - 7/27/66  Revoke 121.2513, ntttoam agent;
: 121.2527 © Anendment, : aaend 121.2527 to provide for
o ‘ ST _ antistatic end/or antifogging L
. ' ' . lgcnts N lnd ldtl m subcuncn ' L
121.2590 Anehdment 7/28/66 Prwtstom not applictblc far un ' -
. o o . in sdhesives - ,
121.2566 Amandment - 8/2/66  Add Q-degucy-_h,-o-oetéxybcnzq-
o ) v phenone as stabilizer in poly~ .
_ . " athylene and polypropylene plasti:zeo
121.2514 ‘ Amendwent 8/6_/66 Add substances for can- end coman:
121.2527 .  Piling - - B8/9/66 °  Provide for use of waine in molicd
‘ , . T ) Tor extruded pclyctbylne food
o ) | ' - eamtainers . )
C 0 az1es50 _Avendment 8/12/66 . Add certain items, reviase lictlm,
. ' . of substances for eloauru with
S sealing unknt- L
S - . Filing E 8/19/66 Use of certuin reuna as fcod
" : o _ . . contact. coctingl :
11,25 Fillng B/19/66  Add allyl aleohol to Etyrene
e | copolymers A
- @
-4
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SECTION IEE DATE - SUNECT
2 , - | Mling - Bf2o/66 Certain .vini-lidon- chloride .
4 . . {2 petitions) éopolywars as coatings for nylen
.. .Pilinc : 8120/66 Certain epoxy resins and certein
o polyethyleneinmine resins as
. camponents of coatings on poly-
8 _} propylene film
- .. nMling ' 8/20/66_ Certain sthylene-propylene
' ' T " polymers cptionslly containing
. S - & nancanjugated htercladhne
L . . ‘Mlng . B/20/66 Dimyristyl thicdipropomate ss
- A o T © .- - unticxident 1n plastics
. . ' Tling 8/24 /66 u-ult:vl (°lh-°18)-1 3-propanedic -

mine-N,N' ,N'triacetic acid as |
antioxidant in ccrtnn polyurl .

- It will be notcd from the above listing that thers !uvo bun Manerous notices
& of filing and smendments to existing regulstions since our last report. - The many
filing notices suggest that FDA is receiving numerous petitions end are following

- the procedure in.the Food Additive Regulations of filing them Lefore making s .
couplete rqvtw. In !dditi.on. the svove listing contains several more notices of
vithdrawal ‘of petitions. 'than. -usual, agsin reflecting FDA's nev policy. Several af
these listed items ‘already have been discussed, byt I would like to point out. some .
of the others of interest: . o

,Smnl notices of mm have been publtshed pertnining to coatingl ,
: for plastics; . among. them are a Morton Chenical Patition for vinylidene

N - chloride copolyltro dut!.nzl for nylod £ilm and an PNC Petition to |
o provide t'cu' the uss of coated polycarbonate film for food packaging.

Already mnuoucd are the amendnénts to 121. 2501 one defining the -

SO : copolymers, end the other mcvidins ldhti Snel uaes of noncryluuinc

- o pa]qprupylene. T

Two - nm or .lnterut were mA notices concerning the refusel to

spprave New Drug Applications by Fbarmachen Corporation for Dextran - .
-Injection 64, packaged in plastic containers. The firet was & notice '
of opporwnity for a hearing and e proposal %o refuse to approve the

New Drug mueanm. while the second was the order refusing ap-

proval. The' easual reader of these notices might get the impression

that the plastic containers were at fault, vwheress the refusal

actually was based on inadequate tests of the packaged arug to

‘dellomtrt.to ita u.f:ty ard stability, .

SPI1-26997
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An Mt 2o flhi.!STO. ethylane-vinyl acetate cmn was

‘published, stating that the axtraction tests {n 121,2570 are not

spplicadle to tB;ce - ctb.hu-vtwl scatate: copolynors used in twd
.adbesives, - The point- of interest {s that the amsndment -
states . the test is unnecessary bacsuse permitted use in -dbouvn
under the conditions prescribed. by 121.2520 is not gpipected to
result in significant amounts becoming components of food. This
is ome of t!u nnt times that FOA has published such & st.:nnnt.

A patition hee bun £41ed by !ou-llns to amend 121. 259( to provide
for increased levels of scrylic wodifiers in nni-ricu and rigid ’
PVC plastics. _ i .

A pnﬁttoa by mm Chemical Industry lLimited for the use of vinyl

chloride~cetyl ﬁwl ether oapoh-n in food contact articles Bas .

. besn vtttcrnn.‘ .
" Secticn 121. em. mmedu m:m, vas revoked and m.2527 vas .

amnded to provids for antistatic and/cf antifogging ageats, and
nev ‘compounds vers added. . There also \un sther petilions notod rm- '
nntiauuah and ﬂabmun. : o A

thhor uotleo ct potontul h:torut not mentioned at tlu uotin: e ‘pnblisl.-:
in the Fedsral Register of June 21, 1966, Page 8594. This concerped & Notfce of -
_Proposed Rule Making for Biological Pioducts published by the Public Health Service,
vhere they refer to the requiremsnts for containers and closures, These: roqu.ru-n..
seen guite nuilu- to. those for dyug contaimers, but I thauht. ‘the Coemmittee lhou.l.d
be awvare of them." mt M of’ tbo notice telating to. thu is quoted bclov D

‘ ‘:“!73.36 Physicel ‘weteblistment, equtmz, pin.l..md care.

™ Y R ' - .

(h) Coatttmn ud Cl':l\cu. All finel contalbers and closures:
mater that will not hasten the domiontion

or the produnt or otherviss render it less.suitsdble for tbe ine
tended use. .All finsl containers snd closures shall be clean and
free of surface 801143, leachable contaminants and other matariala
that will hasten the deterioration of the product or otherwige
render it lesd sultable for the intended use. After filling,
sesling shall be performed in @ wanner that will maintain the
intagrity of the product during the dating pericd, In sdditiom,
final containers and ¢closures for producta intended for use by..
1:\3.3?.100 stall be sterily and fres from pyrogens. ' Except us

. otherwise provided in the regulations of this part, rinal cone
tainers for products intended for use by injection abhall be color~
less &nd sufriciently trnnlplﬂnt to permit vtml ominstzon
of the contents ‘under normsl Light: As scon’ss possible after
£111ing, fisal contalners shall be labeled as prescrided in :

- f173.50 ot seq., except that final comtainers may be stored without
such presciibed labeling, provided they are stored in a sesled . -

. receptable labeled bLoth inside and outside’ \dth ‘st laast tha propar
nae: qf tho m-oduez, the filling lot: mpbcr, and Sate of ﬁl.‘l.lnc "o

Respect submitted C - y
Rohrt% IR
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, rnd Bu:ker - uorckﬂ-rp &Dblno Wut Pomt Ps. A T
.. . Harold B. Bryint - Bustiagdon Kes.. c.nur ca-m nnamn ua
W, W/ Hity - Eif Lilly & Compaiy ~ Indianspolis ; ' Indisria -
. B O Krugg-r mnmnm—uommm.mm e
3 Riclm-d W. Pcc&nh -Abbottbnbontoﬂu - North cm::qo. Miinory

L fi',_prdcoduru ‘wiich were' rec
S bothio lnthfy thc‘Dr\u luh.tryu woll - !'DA

SFI . PMA Luhou Oroug

S.ggombcr 18. 10“ - lu, m.
‘2 10 Pu'k Awauo Nn YOrk :

* 'The fonowinc wcro fn lucndmcc o
| P, E. Cunpblu rumpc Putrolm Bu-‘unvmc Okhhom RS

‘A, 'W, Downes + Unicn Ciarbdide'’ Ml ‘Divislon ~ 310 Park Awm, Nq' York N '!'
Robért M., Millér - Bﬂenln., ., Wilmington, Delaware .- e
Kennigth Morgareidge - Mﬁmnucmh “‘Moaapeth, N, ¥, o 0 .
A.. C. Bignore - m-temwu Divisioy) - 101 Granby Strest; mooam.m Con.

™. E, M&-MM*!C&&AGBWNMU‘WR“ Ohlo

LW wutvur”-nwcumtcd mmnd wcmu
\Pm .:_-."1_, . Tu TR - R

5 ' Thc purpoct o! thils xnuﬁn‘ was. tn dmhp to.t pm-duru vluch T
- vould be satisfactory foi prescribing. Polyole!m Polymm sce.mble for . ok
;-pnckaglns dry dru[. (puu tnblctl ltc ) , 4 ‘ . -

'l!ho outum cu‘bmuwd b,y Mr. Krueger was reviewod T duteruune vhqther
therc wu a nocd for amy addmoa-l tut- not lncluded in Hr. Krucger's ouum '

’I‘he qquthn of oxy‘ou pcrmnbu.lty m dheuucd u:d the conuuu

oo was ih-t if a'drig was sensitive 1o oxygen, it would never he pu.echd n pluucc
T » '-a tht a lut for oxnch tnmmidtlou was m-euury

Dr. _w.yu- nmym rmung ‘- Colnpnny‘thn auwued in detan the
for the following" iuu domcd nocuury

SPI-26999
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‘ Polyoldln vwld bo Nquh-d

S Itmwtﬁtﬁ.ﬂlmfuhuhﬂulwoud uehdrd'tlnuuﬁle
: tuumMIorthmaﬂmdeA "W, MQ,I'IGP"I:AW

Awn.ux

chral -uuutlou were made for -.-m-uyu. and l.lnpr-rln'tln e

rceoﬁunouod pmodum. and Dr, Hilty ia to rewrite the test precedures.
and. lubnltm to the .group, It was estimated that it would probably be -
- after the first of the year boforo test vork eould be -tamd b dcnlq: nmiu-

tiona !or thé tollowlng tutl

1 Acute s;mm 'nonmy
n ,Icavquilh _ ‘
lV ' .thmu R

R R mnwmowpwrummummm
. _pu:huingof ophthalmic drug ‘.:todhctlvﬁcbwuldhqulnumlrﬂuﬁn- RO

mcuwuﬁonumnna | :
'nn PIIA :Mup mhudbut tlut oono wmﬂoaot hkaﬁty ol the

-

New York, N. Y. .by( » 15th, - mu-mhmmmmmm- o
uﬁwWﬂMdMﬂn s o O

o Nopwlormmmwcdbummudvmmm .
~gronp pendtng the dmlopmont o:r tont dnh bued on the pmeoduru ucomundcd

After mcivh:g the nmu of the pupoud mamy -uu-m for -

o polyoleﬁn- a meeting may be required of the SPI Lisison Group with the mmeu
. subcommitiee of the Food Pu:hm Comnl.ttae h qrco va. thc pmpoued ldeuuty
statement Ior Polyolpﬂno. B ' L

'I'he meetlng ndjourned lt ll 50 8 m.

wf%%

A, W. Downes . - '
Chh‘m m-u.mn Group

12 . Mr, C. L. Cobdit, 8P, 250 Park Ave,,New Yotk ' |
L - "l‘ J mem x.u.r & neckmul 111’ N M “.'- a 'mm n’




