SP THE SOCIETY OF THE PLASTICS INDUSTRY, INC..

280 PARK AVENUE = NEW YO.'K. NEW YORK 10017 + 212/887.2673

AGENDA -

MEETING, SPI POCD, DRUG AND COBMETIC
- PACKAGING mm&cm

Hotel Americe . ' Thursday, November 7, 1968
Jith and M Strests, N.W. . Brittany hoom
V!lwm, D.C, . Beginni at O l.:.!l-._
1: Caldl -eet.i.né to order - Robert M. Miller, Chalyman .

! Belf-introductions

. 31 Condider minutes of list maeting (April 17. 1968)
I: Remarks of Committee Chairman - Robert M, Miller
5: Specisl Report on Plastic Mest Tray ConErwerl.v = Ralph L. Hl:'d.ltgLJr.

necuuvo Vice Preud.ont of SP1°

‘6: Report of SPFI Counsel - Jerame H. Reckman®

§a) Aﬁ.emth of the Notional Conference on Indirect Pood Additives
b) Status of FDA proposed "Procedural Regulations™

(c) Regulatory developments regtrdinc plastics for drug use

{d) ¢ther Matters

7: Reports on lisison with other organizations

(a) Synthetic Organic Chemical Manufacturers Association (SOCMA) - Statuas
report on proposed. "Synthetic Organic Colorants in Paper and
Faperbosrd” Food Additive Regulation - W. P. Munro*

(v) Pharvaceutical Manufacturers Associstion - SPI Lialson Group -

W. B, Ackart®

(c¢) Manu¥acturlng Chemists' Assoclation (Food, Drug wnd Josmetic

Chemicals Committee) - lor W. Hehaven® .

sd; Anérican Paper Institute - James R. 6. Hcétrtner .
e) Can Manufacturers Institute - Charles J. Spiegl*
- (f) $PI Food and Drug Bott.ung Commlttee of the Plastic Bottle Division -

M. E. Snd the
(g) others -

8: Reception and Luncheon for Food and Drug Administretion guests -
12:30 P.M. = (Mr, Lessel L. Ramsey, FDA Deputy Director of the buresu of
. Scientific Standards and Evaluation will be present to discuss FDA's current
thinking on actions under consideration ag partial responses to the views
of industry expressed at the Nationsl Conference on Indirect Food Additives.
Mr. Ramsey will be accompanied by additional members of the FDA Staff, to be
designated by him, so that there will be an opportunity for an informal .
exchange of i1deas on other matters of interest, such as the regulatory statu.s
of packaging :olorunts)

ol Pleue bring written repm. ts
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9:  Report of Technical Inﬁirnticn aubcm.ltt& William N. Westveer, Chalrmer®

(s) Recently promulgated Pood umuve Rcsuhueu, ond related .
unhury ections |

(b) Plgments Tisk Group Report - Arold umton-. Coordinator
(c) Ot-hu- )httcu

10: V!lepott of Iamxra Advhbry Coanittee - Tayler W, Hanavar®
(s) Legislative Outlook
(b) General conments aid recanmendations
1, Intomttoul Dmlopnn‘bu « Open Discussions
 {(s) British "Pood Adtives and Contaminants Coumittes® Inquiry and
related developments in United Kingdom; muutonr activity in
" Holland, Balgium, and othor Buropean sreas - Thomas J, m r‘,
Keller and Heckmmn ,
.(b)_ Other Matters
12; New Businass '

13: Plans for Next Meeting

14 Ad:}oumnt-

'Piene bring written x;e'ports.

SPI1-27002

LA U U U T R R

PRy L

|Jm."“< ak ;_ » e o




P THE SOCIETY OF THE PLASTICS INDUSTRY,.INC.
S 280 PFARK AVENUE gu:w YOR.K. &IWAY.ORK 10017 * 212/067.-2878
KINUTE l

WEET NG 0' PX Ioon, DRUD AND (DWIC
PACKAGING MA COMQTTEE

'“D“l,!.fiﬁﬁ'_ oL : ’ : .mr 7, 1968
on, - c. . “ ) . .

e
e
(o]
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Prucst t

.Rohtrt )4 )lucr, M Hercules, Inc., 910 Market 8St., Delavare Trust Bld.g .
. Wiimington, Del. 1%
Nloz- W, Ihuvu, Vice Chaiysan, E. I. du Font de Nesours & Co., Inc., 1007 Market
‘ 8t., PMlm Dept., Wilaington, Dal.
W. B. hcn.rt. Union Cu'bida corpoutton, Chemicals & Plastics, One River Rd.,
‘Bound Brook, ¥. J,

. R. C. Assm,” The Ocodysar 'l'in & Rubber Co., Chemicel Metarials Dept., L8op, -

1485 B. Archvood Ave., Axron, Ohio 316
Sal N. Cansavo, L. A. Dreyfus Cospany, P. 0. Dox 500, Scuth Plainfield, X. J.
K. C. Coulcy, Marbon Chemical, Dw-lopmt mnﬂon. Div. Barg-Warner CArp ’
- P. 0. &. W’ W. Va. ‘
Paul F. Cundy, A-ric-n Can Co., Research & Development Dept., Ix 702, Reenah, Wis.
- L. J. DeCorte, aiucmr-lnppcu Co., Product Development, Fruaxfort Rd., )hum, Pa. .
"Farry R. Dittmar, Vypsk Corp., Div. of Bthyl Corp., 75th and Cleveland, Kansas City,
Mssourl
Dwiol 8. Dixler,’ un:o Alr Reductiom Co., Inc., Central Fau-rah IAb., Murrey
K, l. J. o9
Andrtv c. hgutm, Gliddn-mrhc Div., 68CM Corp., 900 Union Co-arcc llda.,
Clevelsnd, Objo LW11S
George V. Perner, The Goodyesr Tire & Rubber Co., Research Div., nlslo Bast Market
. * Bt., Akron, Ohio - LL316
8. Walter Poulkrod, III. Scatt Paper Company, International Airpart Philtdclphi:.
Pennsylvanis- 19113
lavrence J. Modun, Booker Chemical Corp., Ruco Division, New South Rd.,
Hickaville, N. Y. 11802 -
Oerhard M, meu, Allied Chexicel Corp., P. 0. Bax 405, Morristowm, N. J.
B. J. Garceau, ICI America, Inc.,’'F. O, Bax 1274, 151 South Bt., Bteaford, Conn.
Louls A. OGusgsatts, Jr., Celanese Corporetion, 522 Fifth Ave., Kew York, ll. Y.
R. E. Haas, The Ooodyoar Tire & Rudber Co., Llik East Market 8t., Akron, Ohio
Ralph L. Mu, Jr., BF1, 250 Park Ava., lev York, N Y, 10017 ' :
Jercme H. Heckaas, ksller and Heokman, 17.\2 " 8t. W., Weshington, D. C, 20036
. Patrick L. Henry, Allied Chemical Corp » Fo O, Box ‘05, Morristown, N, J.. 07960
. Xarl A, lbchselnnudtr, Amrican Hoechat Corp., P. 0. Box 2500, Somerville, N, J.
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George ¥W. Ingle, nnmum Co., 1101 17th 8t., M, W., Suite 604, Washington, D. c.
John F. Jooss, The Btandard 011 Co., Midland hdg., Clevelang, Ohxo
Villiam A. ¥nagp, Allied Chemical Corp., P, O, Bax 403, Morristown, N. J. 07360
Donald F. Krank, Armstrong Oork Co., Liberty and Chariotte Bts., lancaster, Ps.
Frank L. u)bt.u, Jr., T. W, Winstead Co., Iac., 10830 Gilroy.Ra., Cockeysville,
© Maryland 21030 ’
?.-8. landers, Luy Tulip Cup Corp., 500 Gommack Rd., Commack, N, Y. 11725
Welter lanfermsn, Mobll Chamical Co., 150 Bast k2na 8t., Nev York, N. Y. 10017
W. A. larkin, N & T Chemicals, Inc., Woodbridge Ave., Rahway, X. J. 07065
James R. 8. McCartney, Btandard Packagiag Corp., 11l Prospect 8t., sunrord Conn.:
Thomas J.. McOrath, 8FI, 250 Park Ave., Bev York, M, Y. 10017
Gordon L. Jelntyre, Colusbias Cardon Co., P, O, Box 975, ‘Pruaeoton, N, J. 085&0
J_l A. Wtehell,: 8.11. an Poat de Wemcurs & Co., Inc,, Film Dept., 1007 lh.rknt.
hnneth lbrmcidso, Yood : md Deug lnnreh laboratories, lnc., Maurice Ave., =
Mespeth, X. ¥, 11378
Pet-cr hbruon. hst.-n Chemical Products, Inc., Chemical Sales Dev, & Techaical
' . Bervice, B=230, Kingsport, Tenn. 37662
Handen P. Munro, Anericn.n O;runnid Co., Bound Brook, ¥. J. 08805
Stanley D. Neanith, ‘UST Chemicsals Cc., P. O. Bax 218, Tuscols, I}l. 61953
A. 8. Nyquist, Aserican Cyanemid Co., P, 0. Box 425,. South Cherry St., Wallingfora,
Coannecticuil Oéd
B. Newell Olson, Reynolds Metals Co., 10th and Byrd 8ts., Mchmond, Va. 23219 - -
I. Prank Pesake, E. I. au Pont de Nemours & Co., Inc,, Film Dept., 1007 Market St.,
. Wilmington, Del. 19808
'Julu Pinsky, Monsanto Co,, Packaging Div., P, O. Box 1019, Hartford, Conn. 06101
George A.’ R.lcht.cr, Jrs, Rohn & Heas Co,, The Rchm & Hass Bldg., Independence Mall
: West, Philadelphia, Fa., 19105
Robert E. Rutherford, Gulf 011 COryorluon, P. O, Bcx 1166, Pittsbrugh, Fu.
A. Marrin Sehnitnr, rnunpu Petroleum Co.; Research & Develapnent Dept., 356
... Chemical laboratories,.Bartleaville, Okla.
George T. Scribg, ihton Cubide Corp., legal Dept., 270 Park Ave,, New York, N. Y.
A. W, Sheldon, M & T Chemicals, Inc., Woodbridge ‘and Randolph Aves., Rahway, N, J.
Matthew E. Saith Omnl-nlinoil, Plastic Products Div., Adama & lhth Sts., Toledo,
Ohio Kk3601 -
Charles J. Spiegl, COnunen..nl Can Co.;.Inc., 7622 South Bacine Ave., Ch.icago, *11.
Donald F. Thowpson, R & D Division, AviSun Corp., Post Rd., Marcus Hoo]s . 19061
¥. M. Westveer, The-Dow Chemical Co., 433 Building, ‘Midland, Mich. 4 :
G. F. Wnite, Jr., Reynolds Metals Co., 10th mnd Byrd Ste., Richmond, ‘h. 23219
Ambrose G. Whitney, W, R. Grace & Co., Research Div., Clu'lu\'ille, Wi, 21029
Einar T. Wulfsberg, American Paper Tastitute, 1837 "K" 8t., N. W., Washington, D. C.
Thomas J. Huzhes, Act.‘m_,_ﬂecreury, Keller ahd Heckean, 1712 "N" 8t., N, W.,
Hunlngt.on, D. ¢. 20036

Under the direction of Robert M. Miller, Hercules, Inc., a meeting of the SFI Pood,
. Dyug and Coametic Packaging Materials Committee convened in Washington, D. C. at
the Hotel America at 9:30 a.m. Referring to a detailed agenda ciprculated with the
Becretary's meeting snnouncement, Mr. Miller, s a first ordar of businesa, asked
‘rcr the usual nlt-tntroductiom.
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Minutes Tast )b!ting Aggrovgd

By way of renindar, Mr. Miller noted that the 1ut oversll mting of the Cosmittee

was held in Rew York City on April 17, 1968, In the sbaence of comments as to .
cnrrectiou -or additions to the minutes of the last meeting, Chairman !uner
declared thes approved es dowlopod and oirculsted by 8FI,

Chairman's X8
Chairman Miller first expressed the Committes's regrets snd condolences at ihe

. pussing of Joe Blanchette, Foster Grant, who had sade great contridbutions to the o
comst.r.ea ‘through hin work on tho Pimu Tesk Group. . i ‘ a

Churmn Miller then cm.cd on former Comastiee cm:ma. Ceorge W. Insh, Nongento
Company, who presented the following resolution to the Committes buring on the
- retiresent of George T. Scridbe from Unlon Carbide Carpeorations ‘

WHEREAS, The Frod, Drug and Cosmetic Paclaging Lh.t.crio.h Commit tee ' c
of The Socicty of the Plastics Industry, Inc., has been advised
that George T. Scribs, Faquire, of Union Carbide Corporstion, is nov
pluming to retire from hil present poaition on Jenuery 1, 19691

AND m:ws the said ﬂtorg.. T. Seriba has rendered outstanding _

" serviee to t.ha plastics industry in genersl, and thia Committee ) i
in particular, by his having been @ founder of the Coami ttee in . . .
1956; by his . having served for-lengthy periods as @ Vice Chairman, -
Steering Committee asmber, Chairman of the lawyers Advisory Sub-

" comisittec, and in other apncitiet as one of the ‘most dutinguished
Comrd ttee members; . .

AYD HHEREAS, th:ll, Cpmitt-ee recognizes with deep apprecistion the
_ significant contributions Mr. Scriba has made in its work, but aleo
. in many areas of the grestest importance to the plastics industry;
AND WHEREAS, .this Committee is anxious to express, in a meaningful
vay, its reaspect and thanks to Mr. Beribs, snd alsc its hope that he
w{ll continue to participate in the Committee's work;

NOW THEREFORE BE IT RESOLYED, that the Food, Drug and Cosmetic
Packaging Materisls Committee of The Socicty of the Plastics Industry,
in sppreviation for-the invaluadble contributicaz mads by George T. .
Scridba over the past twelve years of the Committee's existence, hereby
uwnanigously elects Mr. Scriba to iifetime honorary membership, and

extends 1o him an {nvitation tb attend all Comulttee meetings, and i .o
participate in the Comnittee's future work to the fullest poufhle '
extent;

AND BE IT PURTHER mom:v, that the Secretary of this Committec is
heraby authorized snd instructed to memorialize this Reaclution in a
permanent form, and present.the same, duly exocuted by the Chairman . :
of this Committee, and the Ixecutive Vics President of the Society, . SN
to m‘ ‘8criva, . R - L
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. The Rasolution was un-aunnny npprom by the Committee snd both Hr. In;).c and

Chairman Miller further wxpressed the Coamittes's dsep ;pprechtion te Mr, Sqri.bl

~ for his sany years of dnwhd servics.

Spcctu Rapcrt of BPI Executive Vice President, Ralph L. lhrding, Jr.,
Ou _the ww !o;k Ojn P}gtte Meat Eg Contm:gy ‘ i

Chum mu.r ur.t called upon the Bxscutive Vice President of thc &:ei.oty,

- Ralph L. Huuns,‘h.. to report oo the latest developments in vhat has cope to

Le known as the Nev York Gity clear ssst Jrays eoutrovorlvo. Mr, Harding began
by notiu that the relevant phase of the "contreversy”, as far as recent SPI
activity i¢ concerned, began wvhen word was received on July 26, 1968 that a tele-

- gram, reading in part &8 follovs, had been sent to --bcn of the press by the
Food, . Tray c.nd Bou-d Mnoeistibn (m): :

“on Aucut s new lav is nebndu.lod to go lnt.o ctt-ct in Nev

Y rk City thu.t will require fresh or frozen meat, sold in '
food stores, to be prepaskmged in so-callsd trsnsparent trays.
According to dramatic nev evidence based on independsut studies
éonducted for the Pood, Tray and Board Association, Wy s lesding:
University, the nev lav imposes serious heslth th.ustl that -
could affect every fmily in New York City."

Mr. Harding went on to mhin tat word of the tclcgru rcu:hod the soctety late on

Friday sfterncan, July 26, and that, at the request of seversl cospanies in §FI, th

Bociety moved immedfately to set ttu stage for an SFI press conference to be held
the following Tuesda wirninipromptly after the _preas conference =slled by FIBA

t3 expound on the atatements made in its telegram. "It was decided that euch action -

on 8P1's part was essential even: though the Society had played absolutely no part i1
the lag;lll.ti.n, or any other phase of the controversy, ss it had previously devel-
oped, becawse the FTBA telegran msde it clear- ‘thet, for tha first tims, this group

had decided to Talse or isply the «istence of soms health threat flowing from the -

use of plastic seat trays. vaim]y, there was nhtle time in which to'consult
with a1l SFI wembers to muster an "industry position" for purposss of countering the

'FTHBA allegations appropriately. The best that cculd be done, using. the membership

talent readily .mu.ue, and the assistance of SPI Counsel, was to :make the

- srrangements for cur “counter press conference” and prepare @ press release designec

‘o deal appropriately with the heslth problen claims against both plastie foam and

_ tlear trays we anticipated.

Mr. Harding continued to report that, at the FTBA press confergnce which was held
immedistely prior té the SPI meeting with the press, & Dr. Bliz:hoth Rust of the
facylty of the University of Mussachusetts, gave s somewhat confused dissertatinn
on s study that she hsd cohducted demonstrating that the use of plastic meat trays
results in losses of ridoflavip and iron in packaged meat. The evidence against

"plastics on the ribotl.lvin nnd iron queations m, as Mr. Harding noted, confusing

at best.

At s reaction to Di'. Ruut'l report., reprcuntqr.ivu of Monsanto Company promised
-that there would be independent rueu‘ch into the matter, sponsored by Monsunto.

Eftortl were alzo made by Mr. H..rdj.ng to obtain more dottlled infomthn on
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‘problenm issues were reaised 80 as to give rise to & need for objective refixt-,tion.

Dr. Rust's report and the uu:odologr used to odtain the results allegedly lhovina.'_
that plastic meat trays had m significant deleterious effect on the riboflavis snd
iron content of packaged meats., Mr. Harding noted that the FTBA flatly refused to

release any information on the report other than what had already been given at the '
FIBA press conference.

Mr. Harding exphasized that §r1 bnd tx-ied 'co make it very clear at its presa

conference that it was not trying to promnte the use or scceptance of any particular
kind of plastic tray, but rather was defending the good nems of pustics, in general
sgainst the pseudo-health threat charges leveled by the FTRA.

" With regard to the o:diu.nce that had been adopted by the City of New York,

Mr. Harding ezphssized that SPI had, in no way, actively engaged in the sponsoring
thereof, and that, in fact, the SOcieey'l policies are such that it pever has, and
never will endorae reltrictive legislation of this type.

Mr. Harding went on to report that. on October 7, 1968, Mopsanto Company called a
press conference of its own to sannounce the results of tests it had subsequently
conducted on the ribofiavin and iron queationa. Mr. Harding reported that,eccording
to Monsanto representatives, the results of-the test demonstrated that plastic meat

trays had no real significent deleterious effect oa rivoflavin and iron content in
meat.

In conclusion, Mr. Harding again pointed out to the Committee that the Soclety in

0o way wishes to imply by any of ita activities that it favors one segment of the
plastics industry over another, nor any one plastic material over mnother for sivu.
applications. The sole purpose of SPI's efforts in the meat tray controversy, as

in all other controversies involving spplications of plastics mteric.l_s ; was to

defend the goed neme of pluticn, in general, from an overall 1ndustry point of.
view,

At the conclusion of Mr. Harding's report, Jules Pinsky, Monssato Chemical Company,
noted for the record that Monsanto had not, and would not, promote any legislstion,

. on any level, in favor of the use of clear plastic trays alone for any food packag-

ing applications.

Jerome H. Heckman, SPICounsel, commented that his ¢ffice had been contacted by

‘representatives of the United States Department of Agriculture and the Food and

Drug Administration for complete information on the New York situatios, and that
he had supplied both USDA and FDA with substantially the same background laformation
as had just been provided to the Committee by Mr. Harding.

In concluding the Jdiscussion on the New York meat tray situstion, Chairman Miller
noted that the Food, Drug and Cosmetic Packaging Materials Committee had decided
several years ago not to take any position on the use of any particular type of
Plastic for meat and poultry packaging applicaticns, but had decided almply to

.follow the situation for informationmal purposes. At all times, however, it had

besn understeod that BPI would be expected to move appropriately i¢ any. health




Report of Jerome H., Heckman - SPI Counsel

Chairman Miller thea called upon Mr. Heckman to deliver his report on matters of
interest to the Committee on the "Washington Scene”. :

(Plesse Note: Attached hereto as Exhibit A is the prepsred report delivered by
Mr. Heckman at the day' 8 seasion.""As has often been the case in the past, Mr.
Heckman 4id not actually read his prepared report verbatim, but, instead, discusse?

the topics covered in more general fashion, and invited quest.iona and coaments
during the course of the presentation.

As will be noted in resding Mr. Heckman's prepared remarks, there were several
occasions where motions were presented to the Comnittee during the course of

Mr. Heckman's repert. The action taken by the Committee on these various motions,
and the discussions stimulated by Mr, Heckman's report are discussed hereinbelow.

During the course of Mr. Heckman's report on the results of the National Conference
on Indirect Food Additives, held in February 1968, an appropriate motion was offere

to the Committee by Taylor Hanavan, E. I. du Pont de Remours & Co., Inc., which
proposed to authorize the Food, Drug and Cosmetic Packaging Meterials Committee's
Steering Committee to meet with other groups and negotiate with FDA oa any regula-
tory changes resulting from the Rational Conference on Indirect Food Additives.

The motion, which was seconded by George Ingle, Monaanto Compmy, angd unanimusly
carried by the Committee is as follows:

I move that the Steering Committee of the Food, Drug and Cosmetic
Packaging Materials Committee be suthorized a.nd instructed to
arrange for a.nd/or attend any neeting with other industry groups
regarding any proposal advanced by the Food and Drug Administraticn
for amendment of Section 121.2500 of the Food Additive Regulations,
or any other section of the Regulations, assuming such proposal
relates to the general regulatory scheme and looks towards its
constructive reform; and that the Steering Committee hereby be
empowered to represent this Committee in any direct negotations,
and/or in the filing of formal Comments or statements, with the
Food and Drug Adminigtration whenever proposals of the aforeasid
type are advanced. It 1s to be understood that the Steering
Committee shall conduct this sctivity on behalf of the plastica
industry and that, to the degree practicable within whatever tipe
or other limits are imposed, any documents to be filed will be
circulated to the full Committee prior to formal submission. It

is further understood that the full Committee is to be kept informed
on any such activities of the Steering Committee through correspon-
dence or, if deemed necessary, special meetings for this purpose.

In coomenting of the above motion, Mr. Ingle noted that the Committee had precedent
for this type of authorization and, in his opinion, it would be very worthwhile to
have the Committee's Steering Committes empowered to deal gquickly and offectively
with other trade associations and the FDA on the importunt subject of possidble
regulatory changes in the food additive regulatory scheme that might result from
the National Conference on Indirect Food Additives.
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Subsequently,  during the cautumd ulcuninn on the aftermsth of the National
Conference on Indirect Jood Additives and FDA's proposed amsndments to the pro-
cedural regulations governing the filing of food sdditive petitions, Mat:t Saith,

" Owens-I1linois, offered an appropriste -Resolution vhereby the Committee vould agein

exphasize 4ts sypport for sa Intustry-Gevernment Mvisory Committes to desl, o s

continuing basis, with the prodless crested by the present food additive requlatory

eyates, and further expressing the Commsties's belief that any changes ia the
procedurs) rules goveraing Aps filing of Pood Additive Petitions should de delayed
until such an Advisory Committee has been established and has had an opportunity to
study ths probles and saks recommendations.” This Resolution which was seconded and
unanipously . sdopted by the Comaittee Jis L toum.

VHEREAS, the Pood, Drug and Cosmetic’ hemnunm Comittee . -
of 'The Boclety o!‘ the Plastien Industry; Inc, hes haretefore gons’
en record, in its forsal Comments £ilad with ‘the F0od and Drug .
Admintatration op November 6, 1967, and in the pressntations of uc
-meubers during the Kational Coanference on Indirect Food Additives
held in Washington, D. C. on Pebruary 13 and b, 1968, as fuvering
the esteblishment of an Industry-Oovernment M\dcm Committee “'to

. study the adainistration of the Pood Addliives Asentment of 1958,
a8 it relates to 'incidental additives', asd report hcck to the.

. Couiuloner vit.h dou.tlod ﬁndtm md neo—nndntou :

AND m:ms, in truu samn prcuﬁtcttou n was emphasized tme
the Food and Drug Adainistraticn -hould dalay any sction on
proposed new "Procedursl Regulations” (such aa those published.
on August 8, 1957, 32 Ped. Reg. 152, p. 11443 et. seq.) uatil
sush tise 88 the recommsiidations of ths projected Industty-
Gonrnu-nt Mvhory Gonittu are ucolvcd, .

W THERFFORE BE IT MOLVE, that t.m Society of the Flastics
Industry, Inc., scting through its Food, Drug and Cosmetic
‘Fackaging Materisla Committes, reaffirma the aforestated position
and ‘renews its urging of the establishment of an Industry~Government
Advisory Committee, and & delay i procedural rules changes until

. such a Contttoe han ude .'.tl ncemndstionl

AND BB IT FURTHER nmor,vm t.lut the Committee's Counsel is h:reby
suthorized to sdvise the Co-:luionox of Food and Drugs, and any
other proper party, regarding the sdoption of this Resolution, st
such time as he 15 advised that such a preseatation is deewed

necessary or desirable, and appropriate, by the Chairman of thigs
Committee. : ’ a

Thereafter, during Mr. Heckmmn's ducuni.on concerning the poui‘nil.ity of the
Committee drafting an "SPI Sample Pood Adaitive Petitions Manusl”, George Ingle,
Moasanto, orfu-od the following motion wtu.ch was seconded and carried vith two

-~ mexbers opposing:

I move that the Cwm of this Comnittee be authoriszed to
appoint & specisl ad hoc sidcommittee to be known as the

. continued =
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“Food Additive Petitions Manual Subcomsittee, to begin work on s
publication -or series of publications, as circumstances dictats,
vhich will be designed to infors interested parties more fully on
the proper prsparation of incidental food additives petitions.
The Subcommittes shall Bé axpected to include in the Manusl sample
petitiona to.gerve as guides, providing effective eaphasis on
esimplicity, continuity of thought, 'and legal, ‘chemical, analytical,
tw..icological, and marketing parsmeters. In furthering this wvork,
the Subcommittee is authorized to communicate with the Food and
Drug Administration Btaff to elicit its assistance and advice. The
Subcommittee 15 slso authorised to obtein such help as it may desire
. from any source willing to volunteer expertise, as well a§ from
this Committeq's Counsel.: : - :

During the cross-discussion on this proposed Committes endeavor, Dr, Kenneth
Morgareidge, Pood and Drug Research ‘laboratories, Inc., ssphasiged that, in his
opinion, such i manual should be only a "guide” for the drafting of .Food Additive
-Petitions. It was understood and agreed that the purpose of such a manual, or
eanuals, would be for atrictly “guideline” purposes and could not possibly be
structured @ that it could serve as a "fill in the blanks" form vhich could be -
used by anyone for purposes of filing a Food Additive Petition, - .

Chairmen Mller then saked for zusgecticnn‘; or voluntecrs, for penple Lo serve on.
an ad hoe Committee to consider the drafting of such a mshusl or manusls.

(Plepse Notet: Subsequent to the Committee Moeting, it was decided that the ad hoc

- Comnittee vould bé designated as the Food Additive Petitions Mamual Subcommittes
of the SPI Food, Drug and Cusmetic Packaging Materiasls Committee. ©On the basis of
Comittee sppointments made by Mr. Miller to date, the Chairman is Karl A.
Hochschwender, Asericen Hoechst Corporation, and the other meabers are Xenneth C.
Conley, Development Division, Borg-Warner Corporation; James R. S, McCartney,

. Standard Packaging Corporation; ©P. Morison, Eastman Chemical rroducts, Inc.;

R. C. Asam, The Goodyear Tire and Rubder Company; Dr. Kenneth Morgareidge=, Food
and Drug Research Laboratories, Inc.; - Stanley D. Nesmith, U. 8., Industrisl
Chemicals Company; I. Frank Peake, E. I. du Pont de Nemours & Co., Inc., Matt
Smith, Owens-Illinois; B. J, Garcesu, ICI America, Inc.; and Jerome H, Heckman
and Thomas J. Hughes, Keller and Heckman. The Subcompittee held its first meeting
on January 9, 1909, at. the. offices of Keller and Heckman in Washington, D. C., and
{s now engaged in carrying out drafting assignments.) : -~ '

During Mr. Heckman's discussion concerning regulatory developments regarding
DPlastics for drug use--as & strictly incidental matter for the group’s general
information--he called the Committee's attention to the "French Codex-Pharmacopoeisa”
relative to plastic contiiners and accessories used for drug contect applications.
(A copy of the French Codex in originsl French and translated English is attached -
hereto ss Extilbit B.)

Mr, Heckmen then called the Committee's attention to a Regulation, publiahed in
the July 11, 1968 Fedéral ‘Register, whereby the Food and Drug Administration had
amended Section '130.G of the. New-Drug Procedural Regulations to provide that
certain manufacturing, disbribution and lsbeling chsnges can be placed into effect
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“with regard to a drug vhich is the subject of an approvwd FDA without the ‘
necessity of Maving to subait s Supplemintel NDA to cover the changes, provided

that such changes are fully described in the next periodic report filed with FDA

* Ln sccordance vith Section 130.13(%) (U) or 130.35(e) of the Drug Regulations.

In this comunection, Mr. Hsckmsn suggmssted that it xight be worthwhile to consider
the poasidility of making appropriate sontacts vith FOA and/or the Pharmaceutical
Manufacturer's Maochtionm to determine vhether we aight profitably request .-
TDA to add to fts list of changes which can be made without filing & Supplementel
New Drug Appliestion such moves as a change from glass to plastic containers for

Mr, Heckaman then requested Watt Ackart, Union Cerbide, the Cosmittes's liaison
" representative with PMA, to give his views on the possidility of approaching PHA
to get itas renction on this idea sinos, of .course, the plastics industry would not.
want ‘to seddle in NDA requirements ocoatrary %o the desires of those who must ‘
‘actually file the applications, (i.s., the drug manufacturers). M. Ackart’ .
indicated that he would take the subject up with hisg contacts in PMA and would .-
explore the possibility of same joint effort in the direction of sakxing it pozsible

for drug menufacturers to shift to the use of plastics containers with less regula-
_tory involvement, at least for the less criticel applicetions ‘such as-those

relating to 3ary drugs. . o - .

SR TPV S

Ragg}t:l on Lisison With Other Organizstions o : : .

IA sccordance with the c'uston.ry_pr’t.ct-lcn at each meeting, Ct;aii'un Miller next
- ealled for reports on activities of other Aspocistions of particular interes: to
the Committee. . - :

ﬁn.rpcouticsl Manufacturers Association --SPI
' ‘. _Liaison Group

Watt Ackart, Union Carbide Carporstion, delivered the following report:

“Polloving the circulation within SPI of the complete seport of
the Plastic Subcommittes for Methodology for Testing Polyolefin
Containers, one comment was received pertaining to the test for
. acute toxiecity. Since this method originated within the PMA .
group, the compent was referred to them and their answer has
been returned to the originator. The problem concerned the
. degree of toxicity that the test was intended to demonstrate.

"Regarding publicetion of the methodology in the Natiocnal

Formulary, thers ia strong feeling on the part of & few

mezbers of PMA that (1) any pudlished rethodology should

insure¢ that contsiners are safe for products of all types

and (2) any published methodology should imply that all

batches bde tested by these procedures. Hevertheless, we ‘
have been assured es of the October,. 1958 mesting of the .

- contipued -
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PMA Quality Control Bection thst the Natiama)l Form:lary -
sgreed to publish & monogreph cont.uning mathodology fo
eontulmrt for ophthslmic products. _'_’/

Synthetic, Organic cmncu &nuroctunra
sociation :

Mr. W, P, u.mro, Amsrican Oy\num Cospany, gave the ronovin.. report on the status

of the proposed "aynt.hct.ie Organic Colerants in Peper and P.pcrburd " Food Additive

Rzguln.ti.on. , . .

"No utxm 1n bhis area have bean tums by the m\ in the
past twelve montha, t.e., since they received the odjections
“to their Propoud Regulation of August L, 1967. .

"It hss been reported very recently that -y action aveits an
internal policy decision stemming from the subject matter of
the Ccmteroucn on Indiroct rood Additives of last Fobnnry."

-

‘Manufecturing Chemiste Association (Food, Drug
and Cosmetic Chenicals Connittoe)

" Taylor lhmvm, B..I. du Pont de Nemours & Co., Xnc., douvorod the following report

on MCA's efforts with regard to obtsining an exemption from the Good Manufacturing
Practices Regulations for FPood Additives, and ita participation ¢(n Savestigtuon
being conduot.od by FDA's Adviuory COulittec Panel on Cancer Testing:

"At the MCA Food, Drug and Cosmetic Chemicals Comntttee meeting

on October 10, it waz reported that MCA's reguest for an exersp-
‘tion from the GMP regulation® for food edditives wes still open
and that.¥DA is preraring & new proposal with thirty days for
‘comiments. If food additives mre not exempted, the Coamittee
agreed that 1t would renew MCA's request for such an uenption._*:_/

#/N.B. Prior to the publication of thesé minutes, arrangements are being made
by Mr, Ackart to have representatives of the Coomittee meet with representatives
of PMA to discuss the decision to have the methodology applied to ophthalmic
products only. It is hoped that an agreement can be reached whereby the sethod-
clogy will be rererenced a3 spplicable to dry powder a.ml tadlet form dru&!-

#+/The new GMP proposal was published in the December’ 20, 1568 l"edeul Register
‘The exemption request for plants making food additives was not granted in the
proposal on which chirw days were allowed for comment. However, FDA noted that
interspted pergons ",.. . who believe circumstances warrent an excepl,[on and
apecial regulation for his operstion may submit & request for exemption together
Mmith @ written juuti.f‘lcatlon in support of the request addressed to the
Commissioner , . .“, . v

- continued -
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The cmttu'n lubcontttn on earcinogenicity 1as been affered
an oppartunity to appear before s November 12 open meeting of
FDA's Advisory Committes Punel on Cancer Testing. In sdditien,
the FDA Advisoyy Committee oa Reproduction Studies 1is adout to
forvard to FDA recommendations that go beyond MCA'e recomsmenda-
tion of not sore than s one-genaration rat test.. Iw specifics
of this nco-ndltion hnvo not been disclosed.

rie r t tutd

Jim MeCartney, Standard heﬁgm. %mftum. r@md “‘briefly thst Ax:. » » =£til]
avaiting the outcams of events that had oceurred during wid oum-qucnt v .ne
latioul Canfersnce op Indirect l‘ood Mcltivu.

. Can jyfacturers Inetitute o

Charles J. ﬁphﬁl, Continentsl Can Co, reported thst no develaopments of interest .
to the Committes had occurred within the CMI since this Comaittee's last meetlng.

SPI Pood and Drug Bottling Committee of The
Plastic Bottle Division

Chairaan Miller theu unod on Matt such, Owu-Ilunou, A repert on the latest’ .
_dovelopmants of intarsst in the Jood and Drug Bottling Committes of the 8PI %las“ic

Bottle Division. - Nr. Samith reported that the Food snd Drug Bottling Committee had
supplied the Alcohol snd Tobacco Tax Division, of the Internal Revepus Service, with '
& set Of coaments bearing on an ATTD proposal (Industry Circular Mo, 68-21) to pro-

- vide for the experimental use of FVC bottles, in certain sises, for the packaging

of distilled spirits. (Bubpeq,uent to the Committee's meeting, the ATTD 1ssued a
second Industry Circular (No. 68-32), which spelled out the procedures to be used by

distillers in mmking appuegtion for thc use of PVC liquor bottles in the pu:luging :

of distilled lpirits.)

")tr hith also roported that the U. 8. Pudblic Hnlth Service l.ppmnt!y intended to

begin publishing, on January 1, 1969, its first 1isting of single service milk con-
tainer and eaclosure plants which have been properly inspected and found to comply
with the U. 8. Pudblic Health Service SBanitation Btandards. The listing will be :
published quarterlye-January, April, July and October-<and will cover containers and
enclosures for interstate {not imtrastate) milk shipments.. Inspections would be
under the jurisdiction of esch Btate Milk Sanitation Rating Officer. Mr. Saith went
on to say thst ropnceutctivn of the Food and Drug Bottling Cozmmittes, as well as

Other interested parties, had objected to such an early listing. However, the U. 8.

Public Health Service was tppu-cntl.y under @ good dul ‘of pressurc to pmmmtu the
11|t1ng. ,

Other Ettcra of I.nt,erut

At the conclusion of Mr, Smith's remarks, Chairman Miller: asked if there were um/
other activities that might be of {nterest to the Committee, . . Ralph Harding celled
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thc Oouit.tu . sttont.ton to the fact that's coaference vin be held in Bweden '
during April, 1969, on the subject of "ths Corrosicn Products of Burning Flastics.
George Ingle, MNonsanto, will represent 8PI at this conference in his capacity s

_ *the Chairman of S?I'n new Comittee on Dupoul

Mr. Harding elso mtioud tbo t.ct that other new conittce (] n:l.;ht be Oltlblilhﬂl
from time to time within the SFI fresswork under a nev organizational plan that
had been dsvised ror ll’I, and & nev set of SFl Bylave that lmd been prepared by

SPI Counsel.

. In ruponu to s qwutton mud by Julsa Pinsky, )buuto cm coacer:ung the

. source of news release on self-destructing PVC bottles that had apparently been
‘sired du o Hartford, Connesticut radio station, apd elsswhare, Mr. Harding indiceted

© that ths release had not. bBeen ‘tesued fros the APT office in spite of the fact that
sevaral nevs medis sources say have given the ispression that the ulmo originated.
with the Socut;r. Mr. Harding esphasized that SPI speaks as "ons wvoice" for the
Plastics industry and does not engage in pramotion for any one segment of the
industry as opposed to others. : ; ’ A

Luncheon Conference

At this point, Chairman Miller adjournsd the mseting for s reception and luncheon
conference with M, Lessel L. Rnuy, FDA Deputy Diroctor of the Buresu of Scienti-
fic Standards. m! mlul.tion.

. Mr. Ramsey had bnu tnvucd to cttqnd the lu.uc.hoon tassion in the hope that he
" would be able to shed gome light on the cwrreat FDA ‘thinking es to what, if any,
changes in the Food Additive regulatory schems might be proposed as a direct follow-
3 to the views of mdustry nrpreued at f.ha llational Conferance on Indirect Food
cutivu ‘

M. Rq,mey ;po},ogeticony adviged thu'. he wes uublo to proude ary 'blrd intelli-
gence” on this subject and could only report that FDA was "taking the matter
seriously” and wea giving very careful considsration to the proposals, comments,
and arguments preseated by industry at the National Conference on Indirect Pood
"AMditives. Whan asked if he oould give some Lldes as to when industry might expect
_ & Tesponse from FDA in'this regard, Mr. Ramsey commented that, .due to the changs

" in personnal at the Commissioners level, (i.e., Commissioner Goddard having been
replaced by Commisgicner Ley), it would be" ispossible to predict vhen FDA might be
forthcoming With s proposal on substantive changes directly ruponlive to the posi-
tions advenced and cuggestionn made at the National Conference on Indirect. Food
Additlven.

Mr. B.mey concluded his remarks by nuggeating that Comicuionér Ley be questioned
on this subject at the December 3 and L sessions ,of the FDA-FDLI Conference to be
held in Vuhlngton.

{By way of follov-up to Mr, Ruuey'c remarks, . Keckman and several other
Comittee lanbcn wers in nttendmce at the referenced FDA-FDLI gessions and it
can only be’ upartad that Commissionar Ley was Do more definitive in his response
to questions on this .ub;oct asked at the Conference than was n- Ru\uy at the

- Comdttee. 1uneh.on.)
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Chairsan Miller reconvened the Committee Meeting at 2130 p.m.

Report of Te formation Subg ttee

Aa the first oﬂhr of mumu for the m.meu s ssssion, churnn Miller called
on Willard Westvesr} Dov Chemical Ootpany, who reported on Food Additive Regulations
of interest that had been pramilgated since the tims of the last Commitiee Maqting. -
(Please Note: Attached hereto ms Exhibit C is s listing dated Novesber 1, 1968
pr-pu-cz F;'r M. Westveer and sntitled "Recently quud Food Additive Resulutions.“)

Mr. Vestveer discussed seversl of the Regulations vueh wvere of yutzcul.r interest
t0 the Comxittes, including an amsndment $¢0 Section 121.1070 of the Food Additive

. Regulations which pnurnnl s uthod for dota.-utuu the pnunco of chickedems in -
. fatty acids,

Arnold Pinestone, Poltct Ormt, co-ordiuzor of the Commitiee's P&wu Task Group,
was unable to sttend the day's session and, in his absence, no roport wvae forth-
coming rehtivu to the Pigments !uk Oroup activities.

Report of Lavyers a\d\dlég Subco-itteo '

Chairman Mller next ealled on Taylor Hanavan, k. I. du Pant da lluourn & Co., I.nc., :
to give the custosary Lawyers Advisory 8ubccmmittee report on Yegislative and ) .
Judicial developments of interest to the Committes. Mr, Hangvan prefaced his ‘
remarks Dy paying special tridute to deperting Chalrman of the levyers Advicory
Bubcollntto., George 8cribs. In commenting on Mr, Boriba's  qualities ss.s .
"distinguished and dedicated luwyer and a trus gentlecan and pillar of strength”
Mr. Kenaven observed that all of the indusiries with which Mr. Scriba has been
invwlved, and on whose behalf he has labored, have been justly enriched, and that
the BPI Food, Drug and Cosmatic Packaging htorim Committee will surely miss
Nr. Berida's vi.gnuat counsel ‘and ldVicO.

Turning to hia :-aport.. e, ‘Hanavan first oalled attention t.o ‘an article that had
appeared in tha October 23, 1968, edition of the Washington Evening sm, ‘wharein -
FDA Associste Commissionsr for Compliance, J. Keansth Kirk, had ‘been quoted on the
possibility that more stringent regulatory controls. might be propossd for cosmetics
once the new.session Of congress convenes. Additionslly, Mr. Hanavan poted that we
might axpect . to see leglslation offered in the next session of Congress bearing on
regulatory control over medical and therapeutic devices, including those which
‘involve plastics oaterials.

Occupationa) Sefety and Health Act

Nr. Hanavan next commented on the status of the Occupaticnal Safety and Health Act
vhich had been. introduced in both Houses of Congress during 1967. The proposed
led.htioﬂ. Mr. Haravan teminded, would have required the Becretary of Labor to

" appoint various Committees to recommynd Ocoupational Bafety and Health Standards

.and to met W & Nationsl Advisory Committes on'Ocoupational Sarety and Health to . :
adminieter the Act. - Although both the Nouse and Senate bills have died in their

respestive Counit.tua, Mr. Hnmvn.n cautlomd that the’ subject matter is by no mesns
dornnt.
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With mrt.her Feferance to this lubjeet, it vas pointcd out that, under the Walsh-
Haaly Act, the Departmsnt of labor had proposed regulations wvhich would require
government’ contractors, or. companies having governmant contracts, to comply vith
various safety standards. Among those arees uhich would be standardized would de
noise, radiation, gas vapor, fume dust, .etc. Mr. Hanavan speculated that perhaps
through such regulstory procedures, the Departmsnt of Labor would be adble to accom-
plish, without legislation, tha ends which wers deing sought by seans of the
proposed Occypational Safety .and Health Act, W, Hamavan noted that many cospanies
and ‘organigations, imcluding the National woty Coungel, had strongly objected to

-many of the upocto of the Départmsnt of lador's proposed regulations, and that it

was uufbody s ¢uon as to \rhl.t would come ot this proyosed nguhtory effort.

National Coudu on on Product ot

The next item in W, lh.mm'l raport ooncernsd the Mstional Commission on Product :

Safety, which, it vas reminded, had Deen. set up to undertaXe a two year study of th
scope and ‘effectiveneas of present measss of protecting consumars Jroa unsafe house= -

" hold prodycts. The Commission's goals, Mr. Hanavan noted, were (1) the identifi-
.cation of pousehold products that Present an unreasonsble risk of injury to the

consumer, (2) the study of the effectiveness of {ndustry standards end industry
self regulation in the field of consumer protection and (3) & thorough review of

_existing Federal, Otate and locil consusmer protection lavs, as well as the large
“body of cogmon lavw that -has developad 1n nearly all of the separate states in this

ares. Of pu.rtlcuhr cignificmcc, Mr. Hanavan noted that the Comnission is expecte
to study clouly the degree of legal prot.octioa morua to conmn by product,
wmmt«l and wmton. ' .

Mr, Hmwnn wnt on to rcport that the Couniuion had hold 1n initial hearings on
October 21, 22, and 23, and that, of interest to the fommittee might be the fact
that Dr, Milton Halpern, the Chief Medical Exesminer for New York City, 4id, in his

__testizony befare the Commission, cite the efforts of the plastics industry durlng

the “plastics bag crisis" as an excellent exazple of hov some indusiries cooperate
thg home .

. with Fedsral md Btate health agencies to remove and ninimze health hezards in

Hr. lhnnva.n also mt'.ed. that the I-‘odanl Trade Commission would de holding hearings
commencing on November 12, concerning fsctors relevant to nationnl consumer protsc-

‘tion eéuccuon.

AMP Company v. Gardfer

Mr. Hanavan then directed hipself to a dncunion of a recent case that could be of °

considcruble aigniticance to everyone r:oncerned with food and drug regulstory
matters.

The case was AMP Corpany V. Gnrdner and 1nwlved t.uo types of plastic devices used
in surgery. The cor com.uny involved, Mr, Hanavan reported, had apparently sudbmitted
a request to the Food and Drug Administration for an FDA o;:inion as to wbet.her the
plastic articles in question might be pruperly classified as "new drugs"”,

Ydevices" ‘under the Federal Food, Drug and Cosmetic Act, as ‘amended. FDA ruled tha
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the -prodnet-o- were properly ¢lassified as drugs and that as the products were not
generally recognized as safe and effective, they were slso new drugs for which
Nev Drug Applications vould be .rcq\un_a. . -

Mr. Hanaven noted collsterslly here that the Food, Drug and Cosmetic Act, ss
amended, defines devices and drugs essentially ths sase vay, the only difference
being that & "device" $s an inatrument, spperatus or contrivance snd a "drug- 1s
an srticle. However, both statutory definitions cover use “in the dlegnosis, cure,
mitigetion, treatment or prevention of disease,” or s use thet affects "the struc-
ture or any functiop of the body of man or other animul,.” M. Hanavan pointed out
this gives ¢ grest deal of flaxivility to FDA, subject oaly to the limitation that
the dsfinition of drugs expressly exa:wts devices. It can be sasumd, however,.

. Mr, Hansven sdded that in light of the AW cese, this limitation vill Ds given s

- vary aarrov construction, . - . : -

" In ths W case, the Court of Appsals in affiraing the District Court in.
_affect rule t the Pood and Drug Adalnistration hed properly classified AMP's
"products s "pew drugs", The Supréme Court denled certiorari on October 1k, 1968,
"~ Mr. Hanavap resd the following quote from the District Court opinion in ths case:

"“The ressdicl nature of the Food, Drug and Cosmstic Act werrsuts
& 1libersl construction for the protection of the pudblic health
and thus, definss that the plaintirf's product is & drug. The -
public will be better protected by classifying plaintiff's . - .
product ss8's drug rether than device, .80 that proper testing 4 S
‘controlled by the government, cean be pursued. It would ssea .
that vhers an itas 18 tspable of coming within two defisitions,
‘the definition affordiag the public the greatest protection

should be accepted.”

'

As far as .the plestics 1ndustiry is concerned, Mr. Hanavan paointed out that the
definition of drugs fncludes "articles ilatended for use s3 components of any -
(4rug)” and thet this Court decision 'may be importast in terss of isposing s duty
ob plastics materials suppliers to know that their materials are heing used for or
83 components of drugs ©r new druga.. Bacause certain materials any not be appro-
priate for such drug use,for reasons known perbaps only to the saterials manufac-
tursr or swplier, the questionr of civil product liability mske it encumbdent wpon
the mnufacturer and/or supplier to be @xtremely cereful in making an effort to -
determine the end use for its product. If nothing else, the AMP Cospany decision -
oxphaiizes the need for the plastice industry to proceed with caution in this ares.

Io conclusion, Nr. Hanavan noted ma further evidence of the pagsible implications
of the AMP case that Mr. William Goodrich, Assistant General Counsel for the
-Department of Heslth, Education and Welfare, assigned to FDA, has been quoted in
@ locsl Weshington newspaper as stating that, in his opinion, the AMP Co :
decision nov gives YDA the means by which to regulate, before sale, intrasutserine
birth control devices. Agsin, ¥Mr. Hanavan expressed the opinion that the AN

: case, especially a4 viewad by Mr. Goodrich, gives rise to a stronger than
- aver need for the plastics industry to take s gocd hard look et where it is gol

. ¢ g, .
&nd what 1t i, doing in the medical and therapeutic devices mres. . .
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In cosmenting on Mr. Hanavan's report, Dr. Morgareidge, Food and Drug Research
lavoratories, Inc., called the Committee's atteation to the fact that there is
in existence an ASTW Standard for udictl devices;  namely, M'D( !"4

George: Inglo N lbnu.nto Cmcny, slsoc noted that m Standard Inatttutc Comnittee
279 was working on the drafting of a standard for PVC and cther. plastics for
tissue contsct applications., Mr. Iagle weat on to state his personal conviction
that plustic wshufacturers wha plan to enter the fisld of supplying FVC and other
plastic materials for tlu\u contact are going to have to do s great deal more than .
is presently being done with their quality control procedurss, because, for examplc
the evidence -to date 1s that there s extreme varisbility in the tissue ‘contact
toxicity of anyone of the “garden type variety” of PVC {ngredieats which are
customarily used. As -sh sxample, Mr. Ingie pointed cut that there are m com-
mercial grades of epoxidised soybean oil, and preliminary. dats thet has coss to

the attention of the USASI Z79 Comerittes indicatcr %has there {s congiderable vari-
_ stion in the response of varicus.grades 0f sepoxidized soybean oil frow one grade
to ancther, and from one batch of ohe grads to another batch of the. same grade,
insofer as tissue contact texicity is concernsd. Mr. Ingle concluded by stating
that the proposed USASI Standard was anticipated to be distridbuted vithin the mext
severs] months and that there wauld ’ uudoubtcdly ; be anple occuioﬂ for comment on
the prapoud Btu\dnrd :

Hepbrt. on Intérmtxonil nevblogdse‘nto

Chlirun Millér next called upon Mr. Kughel, of the lav firm of Keller and Heckman,
to deliver a report on the latest international developments of -interest to- the
-Committee (Pleass Note: Attached hereto as Exhibit D is a copy of Mr.Hughea' pre-
pared remarks.) In glving his report, Mr. Hughu ‘invited open ditéuuion and :
cooment frou the Committee neuberl .

During Mr. Ku.ghea report on the developmntl in the United !tingdom And the current
status of the British Food Additives and Contaminants Comitte: proposal for the
establishoent of & food packaging .regulatory scheme in the UK, Mewell Olson,

Reynolds Metals Company, moved that the ad_hoc Subéommittee, estadlished during th
April 17, 1968 Committee Meeting to deal with the British situation, be formally
dissolved as there apparently was no further need for the Subcommittee 10 deliberat
the British situation. Accordingly, tha ad hoc Subcommittee was dfmacivel by Chair -
.man Miller. ' . ' ’

¥ith further. reference to the British situation, Mr, Hughes, slso pointed out,
during his discussion, that the British Plastics Federation had recently pudlished
8 new 1ist of polymer lpecificntiona, which, as ig customary in the UK, hai been
submitted to the Britisnh Industrial Blological Research Association (BIBRA)

SPI-27018

A W




. New Business
. There wus Bo further business offered for discussion st the day's meeting.

Next Meeting

Mr. Miller sanounced that, as ususl, the dates and gite for the next meeting
of the full Committee will be left up to the Btearing Committes.

The day's session vas adjourned at 3:30 p.w.
. Respectfully eusmttted,

. Thomas J. Hughes
 Acting Secretary

TIH:vw
Encsa.
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Exhibit A

Report of
Jerome H. Heckman, SPIL CQun-el
Prepared for S8PI Food, Drug and
CO-mnticl Packaging Mat-rillt Committee
- Meeting -
Washingten, D. ‘C..
November 7, 1968

Géntlemeht

It is good to see ‘80 nany of you ngain. ‘Please let me . |
start by thanking all of you who were so unde:stnnding about my being: -
unable. to attend your last. l.oting in April. My farily waa very grate-
ful for the many expressions of sympathy received regarding my father's
passing. It was a t:ying tima 80 yout understandinq was dooply ‘ :
-approciated -

: I would also like to publicly thank my voxy capable auao-
_ciate, Tom Hughes, for filling in on my behalf on extremely short
notice. From what I have heard since April, Tom did a- great job.
‘As a result, of course, he will now have to pay the usual price
for his success. Thus, you will have noted that he ‘is listed on
the Agenda to give you a report a little later on today on some’
of the overseess devolopmcnts which have come to our attention
- tecently. . .

In accordance with our cultom,.I will try to "hit gome Of
the high spotl" here on a variety of matters. 'In many instances, I
have attempted to abbreviate my own discussion of some of the topics
since, even with some abbreviation, I am afraid' I must preempt a
rather substantial amount of your time at this meeting. What I will
try to do today, as-best I can, is to report on what I consider my
major .topics, - alluding only briafly to those which I believe others

- Will be covering in greater depth. Again, in accordance with our custom,”

I hope 'you will feel entirely free to interrupt at any time for such
_'question-. dicculsion, or even actions, you deem appropriate,

Nationﬁ} Conference on Indirect Pobﬁ Additives

' In Tom's report at the last meeting, he, and I am sure

some of the others who were present at, or participated in, -the National

Conference on Indirect Food Additives briefed you on how the Con-
ference came to be, and how we oraanized industry partlcipation in
_it. Since 1 was not present in April, 1 might merely add here’

‘that we believe the Conferance was a most worthwhile undertaking, if
for no other reason than because of the record it provided relative
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to 1nduutry s problems with the present regulatory scheme relating
to incidental food additivos.

As of this momlnt, we cannot say that the Conference has
brought about patently obvious tangible results. It may well be

. . that our FDA guests at today's luncheon will change this status

by giving us a more "official” insight into what steps ths Food and
Drug Administration is planning as an aftermath of the. February
sessions. In the meantine, however, I should at least remind all
of you--including especially those who were not at the Conference--
that the proceedings wers fully transcribed. This, in and of
itself, COnstxtutes a real contribution as we see it.

I miqht also m-ntion that we ttill have a falrly anb.tan-
tial cupply of the couploto trsnscripts of the Conference - in our
' office so any of-you who might like to have the background informa-~
tion which the transcript .provides are invited to let us knovw. - We
can arrange to send you. a copy but the transcript is some 309 pages .
long 80 I am sure you will forgive us if, in mailing the material,
we make use of the lower class mailing rates, and a:k you to anti-
clpate the sliqht delay thie liqht occasion.

Aside from uhatever benefits in the way of bacquound
information the-transcript provides to interested parties in both
this country and overseas--and we have had occasion to send copies
to contacts overseas who have found the transcript guite useful--we
believe that some psychological benefits of regulatory significance
have already accruad as 4 result of the Conference, and that other,
more zecognizable benafits, will be forthcominq.

On. thc ptychological side, and you will apprecxate that
this is by no means easy to explain or understand, we have the:
strong .feeling that the FDA Staff has taken some of the points
made at the Naticnal Conference on Indirect Food Additives into
account in its day-to-day handling of Food Additive Petitions..
. As a result, we believe that the staff is asking for at least alxghtly
less in the way of data in connection with some petitians than

m;ght otherwise have been the case. Likewise, we believe there is a
growing undoratanding at staff level of the need for delimiting
those areas where petxtions ‘'will have to be filed in the future.

In other words, while it cannot be said that the so-called

"Frawley concept” has beon or will be wholeheartedly embraced by
_the regulatory agency, it does appear that some of the FDA
" thinking is proceeding down more moderate lines with the necessity
for such a shift having been indicated by the forceful way in
which the Frawlay approach has been presented ard supportod.

Hopefully. Mr. Ramsey will be giving us some clearer
indications in . this tonnection later today. He may even be in a
poeitidn to let us know more firmly whether the FDA staff proposal
tor significant changes in the Food Additive Regulations which
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would limit the necasaity for filing petit:ons ie making real ,
proqrcal at the top levels in .the agency. _ e

~ All of the "information wa have received up to now, and “
much of this has already been called to your. attention in our
corgespondence and by the trade press, indicates that the FDA staff
belisves the necessity for filing petitions on indixect food
additives could be reduced by the adoption of. added provisions
to the so-called "good manufacturing practices® regulation set
forth .as Section 121.2500 of the pr.lent Food Additive Requlation..

. At the rilk of beinq ropctitioun, but so that those of you
who mny not be aware of the movement, will have a clesxr -idea of what
we .understand .the staff is proposing to do, let me int out here
: .. that if the staff reconmandations are adopted, Section 121.3500 -

- " will be amended to, in effect, classify the tolloutaq items as-. -
v - "non-additives," vhich may be used without pstition type clca:unce,

= as 4 matter of good manufacturing practice. The language we have
& “seen to accomplish this change would result in the addition of the

'follouing new s.otion {d) (S) to Section 121.2500:

B I S 1T WUt ARt T IO NP - A o

i' “5121 2500 Geue;al provisions applicablo to Subpart F. o

* o ’ T e

~*(d) Substances that under conditiona of gocd
manufacturing practice may be safely used as compo-
nents of articles that contact food include the
following, subject to.any prescribed limitations:

[ 2 - L) L ’ -

*{5). Substances (except hoavy metals, as defined
in Food Chemlicals Codex, and compounds of- such heavy -
metals; 'economic poisons', as defined in §2a of the
Federal Insecticide, Rodenticide, and Fungicide Act; .
and substances prohibited under ®409(c) (3) (A} of the’
Federal Food, Drug, and Cosmetic Act) as provided
under subsection’ (i), (i1}, (4iiy, (av) or I(v) of this
subparagraphz .

“(4) As components of food-contact articles pro-
vided any substance so used contributes no more than
0.05 ppm of additives to the contacted food.

“(i1) As components of articles intended for use
in contact with dry food of type VIII described in table
1 of 8121.2526(c) provided the finished food-contact
surface ‘contains no free oils not otherwise permitted
for such use,.
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"1iii) As components of articles intended for
repsated use in contact with bulk quantities of food
provided the finished food-contact article is thoroughly’
cleansed prior to first use in contact with food.

" (iv) Ae components of defoaming agents employed
prior to or .during the sheet-forming operation
in the manufacture of paper and paperboard intended
for use in contact with food. : ' '

"{v) As components of food-packaging adhesives
complying with §121.2520." . o

According to the best advice we have, if and when FDA's
“topside” approves such a change in the regulations, it will not
be publiphed immediately but, instead will be discussed informally
‘with representatives of the industries .who participated i{n the
National Conference on Indirect Food Additives. Presumably, at
least, this would give all of those interested an opportunity to
suggest changes in .the proposal esven before it is published@ and
time is allowed for official “"Comment," as is required by the
Administrative Procedures Act. S

.1f the matter does develop in this way -procedurally,
we may well want to meet again with representatives of other
industries, as we did prior to the National Conference on .
Indirect Food Additives, so that industry posmitions can be as
coherent, and therefore as effective, as possible,

‘Ameng other things, and again assuming that the pro-
posals we have seen are eventually advanced to us in an'official
or semi-official way by FDA, I, for-one, would like to see a
degree of clarification of at least one of the major proposals
we know about now. . The one I have in mind‘is the one that -
would eliminate the need for Food Additivé Petitions on "components
of focd contact articles provided any.substance 80 used contributes
no more than 0.05 ppm of additives to the contacted food." :

In our view, this provision would need considerable
clarification to make it of any real value since, what we would
hope, is that it is intended to eliminate the need for petitions
on substances where "no more than 0.05 ppm of additives® are
detected in food simulating solvents under realistically
established tests. If the presently contemplated language were
revised to make. this intent clear, we believe a forward 'step of -
consequence would have been taken. On the other hand, if the
language is left as it i®, and thus remaine open to the interpre-
tation that petitions may be avoided only where an in-food test--
usually wholly impractical--shows that no more than 0.05 ppm finds
its way into the food, or if it is interpreted so that it will
cover only substances which would lead to no more than an 0,05 ppm
additlon to food if all of the substance migrated from the
package, the provision will be virtually useless.
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. without going into greater detail, let it suffice to
say that we believe the language we have seen 13 inadequate at
the moment, so we must hope that FDA will provide an opportunity
for clarification at the earliest possible opportunity . Other
aspects of the proposal could likewise point the way towards

a necessity for meeting with our sister packaging groups, and
working diligantly to make reforms as.useful as possible, all
towards the end of continued protection of the public but with
less of an unnecessary burden on industry. -

With the varioua procedural possibilities in mind. one
of our first recommendations to you today.1s that you empower
-your Steering Committee to act on.your behalf in any negotia-
tions which may. become neceasary, Or appear desirable, as far
-as meeting with other industry groups, or the FPDA staftf is
concerned. -We believe that your best interests will be served
. if you provide guch authority here so that the Steering Com-

- mittee can act promptly and effectively on your bohalf as
cl:cumstances dictate.

Before leaving the.subject of the Naticnal Ccnference
on Indirect Food Additives to report more specifically on the
still pending proposed revision of the FDA Food Additive Pro-' -
cedural Regulations, I would like to call your attention to a
collateral development which, it seems to us, has a sort of
overlapping bearing on both of thele'matters.

In the October 28 issue of Food Chemical News, a story .
appeared announcing that the Food and Drug Administration is
establishing a "“compliance policy guidance system" whirch will
enable "the agency to make public more of its current regulatory
+ policies. According to the FCN article, the new system is being
‘established in. FDA's Division of Case:Guidance and "will update
and identify current FDA regulatory policiess” . The article
indicates that the system."will include procedures for making
public advisory ovpinions, trade correspondence, and other formal
and 1nformal regulatory policies.’

If this system does indeed come to be, we believe that
this will .constitute a response, albeit an obligue one, to the
recommendation we made to the Food and Drug Administration in
both our -SPI1 Comments on the Procedural Regulations and, again, in
our presentation at the National Conference on Indirect Food
Additives. If you will recall, in both of these presentations,
we urged the agency to do something about the communications gap
that exists because those other than parties dealing on a
day-to-day basis with FDA have no way of knowing about the
shlftzng sands of regulatory policy which are brought to bear
in the handling of Food Additive Petitions, as well as in the
_handling of very important requests for advigsory opinions about
preoduct status. In our Comments we went into .considerable
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detail on this point and urged the agency to adopt a system
similar to that used by the Federal Trade Commission for
publishing Advisory Oanionl without revealing the names of
ingquirers, or the dotail. raslative to any particular product.

We have .the very definite impression that the pro-~
cedure FDA is apparently planning to install as a new “"compliance
policy guidance system" will, in actuality., be along the lines
that .we suggested.* If this is so, we can be grateful for a
modicum of progreas in the ;low process of bringing about maaning-
ful regulatory r.torn. , .

‘Status of FDB Progoaod "Proc.dural Rogulatxonl

o Tb placo thia ‘part of my :cport 1n pc:lpcctivo. let me
romind you that Comments on -the PDA proposal "for a complete revi-
- sion of its Procedural. Regulations vere submitted in s ‘69 _page
document we filed on your bahalf on Navember 6, 1967. Among
other - things, we strongly urged' that FDA do nothing in the
way of adopting new Procedural Regulaticns until such time as
scme of the more basic problems relating to inciderital additive
regulations had been thoroughly. aired, and agonisingly reappraised.
It was in this set of Comments that we first advanced the idea of
sstablishment of an -Industry-Government Advisory Committes to do
the job.of. working: over the: :egulatory scheme in a truly compre=-
hen.ive way. ! . . .

!his r.conmnndation to: the entablxlhment of ‘an Inductry-
Government Advisory Committee was carried forward even nore _
forcefully in the National Tonference on Indirect Food Additives.
Indeed, in summarizing the Conference, most of the FDA spokesmen’

. noted- that the one point-that they had heard supported most
unanimoully by 311 ot the: industries rapresented was the request

74 Suhlaqucnt to the giving of this. :eport, and during the question
and answer session held with Mr. L: L. Ramsey of the Food and '
.Drug Administration .at the meeting, it was learned that the so-
called "compliance policy guidance system" will not really be

alonyg the lines of the Advisory Opinion procedure previously
recommended by SFI.in its November €, 1% 7 comments on the pro-’
posed Proocedural Regulations. Instead Mr. Ramsey advised that

this new system will be reflected by publication of some sort of
manual to recap the enforcement policies communicated confiden-

. tially to the fiald.staff of FDA during the past ten or fifteen

. years, He further advised that the only thing really “new" about

. the matter is that the policies will now be made public informa-
tion for the first time. He further indicated that the last
estimate he had heard of a possible publication date leads to a T
conclusion that the availability of the material in question is

‘at 1east three- years away.
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'for establishment of an Industry-Government Advisory Committee
to reevaluate and deal with all aspects of the 1nc1dental
additives ragulatory problem.

Strangely enough we have not heard a great dcll from
FDA .about the Industry-Government Advisory Committee proposal in
recent months although we have been hearing much about the FDA
Staff plan to revise the "good manufacturing practices regula-
tion" to eliminate 'the need for petitions in a number of areas.
Whether this means that FDA is of the opinion that. the Industry-
Government Advisory.Committee suggestion can be sidestepped by
the finalization of some proposal to elaminate the need for the
. filing of potxtionsv;n spec;fic areas is not clear yet.

. In our view, the Industry~-Government Advisory Com- ,
mittee concept should continue to be pressed as a matter of -
- poelicy. Further, we are of the opinion that FDA should perhaps
again be urged to forego the publication of any final revision
of the procedural Regulations until such time as an Industry-
Government Advisory Commnittee has been formed, and -has made an
effort to come up with more realistic changes. ;

As far as we are aware at the moment, conszderatlon of
the Procedural .Regulations is in a state of .limbo, the likelihood
being that no moves will be made on this score until more definite
National Conference “aftermath action" is taken. Nevaertheless, we
believe it might be in order for this Committee of SPI to consider
reemphagizing our interest. in having FDA appoint an Industry-
Government hdvilory.Committoe, and delay publication of any new
- Procedural Regulations, unless and until such an Advisory Com-

- mittee has studied the situation, and has given the agency: the
benefits of its thinking on how Procedural Regulations should

be written to facilitate industry, as well as FDA, action
required under the Food Additives Amendment. It seems to us that
a suitable Rasdlution in this connection might well be considered
with a view towards forwarding the same to the Food and Drug
Administration at such time as this might appear tactically -
desirable.

Constderatioh of SPI Petitiona thual

While on this subject of the Procedural Regulations,
and tc take up a point which I believe was discussed, but more
or less left in abayance at your last meeting, I -would like to
raise with you now a possibility for constructive Committee work
which I believe would prove helpful to the Food and Drug Adminis-
tration, as well as to plastics and other packaging interests,

1 might note here that I have discussed my embryonic idea in
this connection with members of your Steering Committee, and
‘indeed in an informal way with our friends on the FDA Staff, on
a number otAbccasiqns during the past year. Everyone seems to
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feel that the idea has mevrit although i1t i1 2lso recognized that
the task it would involve would be a formidable one, demanding a
substantial expenditure of time and effort, as. well as governmnnt-
industry coopcration. .

In a way-at least, 1 fxrst raised this idea in a semi-
official way in my own paper at the National Conference on Indirect
Food Additives when I .asked the following question:

"on this matter of what petitions should contain,
would 1t not be better for FDA to avoid the adoption
of unduly restrictive procedural regulations such as
those recently proposed and, instead, work closely
with industry {perhaps through its trade association
spokesmen :of the type. here represented! to devsLoP
more informative educational materials such as
-manuals depicting in ‘dummy form' how .various types
.of petitions should be otructured?“

Since . that'time I have found that many FDA Staff members
do feel that it would be very constructive 1if publications could
be developed by & trade association such as SPI to depict con-
cretely what & good petition should look like to facilitate
consideration by the administrative agency, and, therefore., to
‘facilitate and expedite satisfactory regulatory actjon. My
feeling 18 that this is an activity which should be undertaken,
perhaps as a cooperative effort by members of the Technical -
Information Subcommittee, and the Lawyers' Adviuory Subcommittee,

. Bince the problems involved would undoubtedly'brxng into play both
‘the scientific and legal disciplines. .

For you- conlxderatxon, 1 vould therefore recommend that
your Chairman be empowered to appoint a special committee to
develop a "Food Additives Petition Manual" which could eventually
be published as an SPI document and would, hopefilly, set forth
sample Food Additive Petitions, usiug as prototypes fictitious or
real components, as you deem best. Recognizing the fact that,
in ac¢tual petition situations, different types of asubstances must
be t&eatad differently as a matter of common sense, it would seem
to us that such a Manual, to be as worthwhile as possible, would
need to include sample petitions relating to (1) a substance which
is only an adjuvant used with other packaging materials, (2) &
total formulation case, and (3) a basic polymer case. -

There may be other areas which would need to be covered,
and .certainly much thought would have to be given to the develop-
ment of a practical, as well as a suitable format for.such a .
publication. Among other things, any committee appointed to work
‘en this project would need to decide whether extensive example
data on actual migration and/or toxicological studjes would.
need to be included, or whether it would suffice 1f this type’
of material was siniply blocked out in brief form, but with
sufficient particular;ty to provide ‘a real guide for prospegtiva
petitioners.
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It seems to me that, 1£ nothinn else i1s accomplished,
ahy manual of this type which we undertake. to prepare, and
ultimately publilh should stress a syllogastic approach to the
' praparation and filing of Food Additive Petitions. While it
~may nqt be passible to prepare a Manual which will answer every
question that might come up 1n the course of a petition problenm,
the. oxnmplel of such petitions set forth should at least make
it clear that a petition 1s, after all, a document which should
"be fully self-contained, and 1n the purest possible sense
logically dilpositxve of all guestions that can be teasonably
antxcipated.»

LOURINT 3 WPRCNNIS Ty 2000 WA )

T Hy point here-i1s difficult to make understood in the
abstract. What I am trying to convey is the 1dea that, in our
opinion, a soung Manual shculd make it apparunt that a good
petition must ueet the following requirements, as we see 1lt:

1. The petition should first set forth suffi-
cient background about the petitioner and its
interest in the incidental food additive to set
the stage for the more detailed logical and technical
exposition :in the Petition. Very often, a complete
explanation of how the substance was "discovered”
for the particular use contemplated will cast a
yreat ‘deal of helpful light on the overall situa-
tion, and will obviate the need fcr extensive
explanations about such subjects as the usefulness
of the product,

.2. .The petition should state in narrative

. form how the-petitioner analyzed his regulatory
problem, and set about undertaking whatever test
work he Jeemed necessary to provide .the Food and
Drug Administration with a sound and complete
basis for promulgating a regulation. On occas:ion,
this type of explanation, provided a sound and
thorough rationale 1s given, can help demonstrate
why it might be unnecessary to perform certain:
extractivn or other analytical work which might-
be regquired in other circumstances. Furthermore,
this type of explanation can, on occasion, set
forth a reasonable basis for satisfactory orgu-
ments that additional toxicological studies are
not needed. Ir this discussion, incidentally,
such subjects as an estimate of how much of the
diet might be packaged in materials containing
the substance of the petition can be set forth
to 'provide FPDA with a rational basi1s for concur-

~rence in the petitioner's point of view about -the
amount of technical data required to give adequate
‘assurances of safety.
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J. Obviously, the petition will always need
to discuss the ultimate conclusions reached i1n
connection with the technical work done to support
safety of the additive. As 1 have on occasion

‘indicated to the laboratory people with whom we have

worksd on Food Additive Petitions, we recommend that
their work, and their reports, be prepared in the same
way that they wauld prepare documentation if they -
wera readying themselves to be expert witnesges 1n

.a lawsuit, or administrative hearing. -We always

seem to have some difficulty in makxng ‘oMr intent.
in thio connection clear.

The xdea.,as,HO—teo it, 1s that the people
who.prepare either analytical or toxicological
data to be used-as appendices for petitions--and .

‘we normally like. to supply the complete technical

data as appendices, referring only to-the conclu-
sions tc be drawn from the technical reports in the

body of & petition--should recognize that they are,

in effect, preparing expert testimony which the
Food and Drug Administration will be relying upon
in its analy.io of the total petition. '

For those of you who may not have had much
occasion to prepare expert testimony, let uvs point
out here that, to be effective, such testimony
must always be fully explanatery in and of itself.
Nothing should be left to the imagination on the

" assumption that ‘the data will be reviewed by

another expert who "will know what you mean.*

In other words, we believe that an analytical report

should state in clear, complets, and narrative form
why certain tests were selected for the work, how

- one could be assured that these tests were valad

for the intended analytical purpose, and how the

tests were actually conducted. The report should

also, obviously, include the data obtained-but
the expert, because he is an expert, should not

. leave the matter there.

. As an<absolute essential--as the "punch line"
for the technical report, i1f you will--it should
state the expert's conclusions based on thé data
he has compiled. It should also include any
relevant observations that can be made. on the basis
of the scientist's general expertise in the field.
An expert witnses who simply performs technical
studies and cannot explain what the studies demon-
strate in support of & petition, or set forth how
his expertise permits further relevant conclusions,
is virtually useless. The same 1s true of an
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analytical roport which assumes that those who

review the data will understand why it was
_‘accumulated in the way it was, and what 1t is

intended to demonstrate. The by-word should be
" "assume -nothing™ and "explain everything."

4. The body of the petition should be used
to raticnalize all of its parts, including any
appendices. 1In every case one of those appendices
"~ should be a proposed regulation in precisely the
form in which the petitioner believes the Food
and Drug Administration should promulgate a response
to his filing.

. I realize that many of you have p:obably tilod petitions
which meet the sssentials of this listing. On the other hand, 1
. know from my own experience, and from what' 'various FDA Staff

'members have told us thit this is by no means universally true.

Indeed, dissatisfaction with soc many of the petitions filed thus
far is what led to the proposal for revised Procedural Regulations.
We happsn to think that this is the wrong way tn sqlve the
problem, and that a better way would be to prepars sample petitions
as an educational tool to improve the situation. It {s for this
reason that wc_recommend the approach ! have been discussing.

" As a final word on this subject, I maght point out here
that we have discussed this idea with many members of the FDA
Staff, and have reason to believe that we could count on the
agency's cooperation -if we set about preparing .a manual of the
typo suggested. This type of cooperation would certainly include
FDA's help in reviewiny our drafts, and making suggestions as '

.might be indicated. It might even include some. type of FDA letter
or other note of approval which might be included in the manual
althcugh this is not entirely necessary, nNor can wa say that
there is'any advance commitment in this connection.

) gulatory Developments Regardlng_Plastics for Drug Use

- As 1 hope all of you are aware by now, the SP1 Manual .
entitled "Plastice Packaging for Drug Products--the Regqulatory
Story" has been available for quite some time and has, we balieve,
been widely disseminated. Even so, we find ourselves continually
explaining how regulation of packaging materials for drugs and
cosmetics differs substantially from the regulatory approach
employed in the case of food packaging materials. We still

hear the plaguing question: "Is this product FDA approved for
drug packaging?” from a great many drug people, as well as from

packaging suppliers. The availability of the drug manual does
help to answer some of these questions. X
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Aside from the educational effo:t that this Manual is
intended to further, there has been pragress in the work with
the Pharmaceutical Manuyfacturers Association but I will leave a
discussion of this lubj.ct to wWat Ackart who will be telkxng with
you-.later.

‘The main development or item I would like to call to
your attention relates to a Notice published by the Food and Drug’
. 'Administration in the July 11 Federal Register at Pages 9954
- through 99553, This Notice amended various sections of the New
Drug Procedural Regulations dealing with so~called "Supplemental
Applications™ so as to eliminate the need for filing such
Supplemental Naw. Drug Applications under. certain conditions.

As a result of this Notice, it is no longer. necessary for drug
campanies to file Supplemantal Nev Drug Applications in cases
where, among other things, they are planning "a different con-
tainer size for solid.oral dosage forms whers container and
closure are of the same materials as those provided for .in the
. approved application. © Other situations involving relatively
minor changes in drug production vere relisved of .the require-
ment for the. £1ling of Supplcmental New Drug Applicatzona.

Pcrhapn of even greater lignxt;cnnce 1s the £act that,
in issuing this Notice, FDA staced that “the Food and Drug
Adminintratxon will consider any categories suggested by interested
. persons of changes that may be approprllt- -for inclusion in
Section 130.9(a) (5) as not requiring prior: approval of a
Supplanental Application for implemantation.® The reason this
could become significant . is because it seemx to us that, for the first
_time, the agency has providéd an avenue whereby we might be able
to eliminate the drug manufacturers' need for filing supplemental
- applications on other changes in . his packaging program, assuming,
of course, that we can identify areas where such changes should
not present a cause of concern to FDA, and, therefore, might be
listed as exempt from the aupp&emental New Drug Application
reguirement. .

whether or not, for example, FDA might be willing to
take the position.that Supplemental New Drug Applications need
. not be filed for a change in the packaging of all dry drugs from
currently used materials to olefin polymer bottles 18 a question
- ws think might be explored. Depending on your wishes in this
connection, it may well be that we could consider setting up a
conference with the appropriate FDA Staff people to discuss this
area and dctormina further what the possibilities are.

I am sure that I need not point out that, 1f it were
poasible to exempt such an area as the one I have used as an
exemple from the necessity for the filing of Supplemantal New
Drug Applications, some interesting new markets might be opened
up, or at least made less difficult to enter. For this reason,
we recommend that the Cammittee consider instructing the
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Pharmaceutical Manufacturers Association-SPI Liaison group, or
some other ad hoc committee, to take this possibility up with .
the Pharmaceutical Manufacturers if you think necessary, and

-then be empowered to explore the situation with the Food and

Drug hdministration Staff, We would, of coursa, be very happy
to help with this project, '

Publications of Interest

‘During - the past saveral months there have bean, as
always, a number of articles and publications which many of you
would find of interest. -We do not compile baibliographies of
such items for these meetings but I do try to mention any which
seem to us to be of partxcular ‘significance,

In this vein, I would like .to call your. attention to
the availability of the first volume in a planned saries being
published by the Instituté of European Studies of the Food Law-
Research Center of Brussels University. This first volune is
entitled "Fundamental Principles -and Objectives ‘of a Comparative
Food Law". The publication seems to us to -be of unusual value
because of the survey type treatment, and commentary, it provides
on the basic concepts of food and food addztlve regulation
throughout thes world.

As far as we know, the best way to cbtain the book 1s

through a Mr. Albert J. Phiebig, Post Office Box 352, White Plains,

New York, 10602, HMr. Phiebig, I helieve, serves as the American
agent handling this publication, and perhaps others. 'The price
tag on this first volume, by the way. 13 $6.

In this same area, and for. those who may not Have sean
it, you may want to look at the September igsue of Modern
Packngxng which contains articles by Alan Spiher and Jack Frawley

er e hesading "Ten Years of Food Law~-Hae 1t Been Worth the
Effort?“ Jack's paper while, as usual, excellent, constitutes
only -an abbreviated restatement of what I believe we can call the
industry point of view-on the Food Additives Amendment. Mr. _
Spiher's statement, as you might expect in light of Mr. Spiher's
background at FDA, is a general apologia for regulation of. food
additives. I doubt that it will contribute a great deal to your
knowledge but you might -want to look the artivle vver.

One other article that I have noted Jately appeared in
the Uctober 10, 1968 issue of the Food and Drug Packager. This
article was entitled "PVC. for Foods--3ome PoInts to Ponder" and
was written by Mr. wWilliam A. Larkin, Market Manager for Plastic
Praoduct Activities at M & T Chemicals Inc. To a degree at least,
Mr. Larkin has attempted to provide some of the background on the

only tin stabilizer regulation thus far promulgated by the Food
and Drug Administration. ‘

SPI-27032




-4 -

Thie artxclo does po;nt up the one ma)or problem that

- exigts as a result of the regulatory approach used in the tin

stabilizer regulation. That approach, as all of you undoubtedly
know, involves the necessity for applying a so~called "in-food"
test. The use of such a test imposes a burden on the food pro-
cessor vho is the only one that can apply it, and this undoubtedly
explains why we have not yet seen a great influx of tin stabilized
PVC bottles in the food packaqzng area.

- R ' . ] ]

There have, of course, been other developments of

" interest during the seversl months that have elapsed since our

last meeting. Information about -om. ‘of them will be conveyed to
you by subseguent reports today. ' Due to the length of my report, .
let mé oonclude by simply noting that there ia a possibility that,
by the time of our next meeting, the latest Department of Health,
Education, and Welfare reorganization plan may have been put into
effect. - I-will not dwell. on this subject other than to say that,

.as far as we can determins, while FDA may then be operating under

the aegis of the new Consumer Protection and Environmental Health

Service, and while there may or may not be a change in the Office
‘of the Commiassioner, it appears to us that' the reorganization

will not directly affect any of your activities or interests.

To put it simply, all that we are seeing or anticipate are sone
additional title changes, office shifts, and more "musical chairs”
playing, but no real revisions-of substance for. those interested

"in incidental food addittves.‘

I thank you sincarely for you: patlence.
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1

CONTAINIRS AND &CCIISORIES
IN PMSTICS OoR tW'l‘OHI:R

. Plastics, owing to their particular qualitiee,’
may be omployod for the masufscturing of containers, -
squipments or accsesories to be uud by chemists or
in modicho .

They are !omod with high polrmcro to which
® certain number of adjuvants are incorporated such as :
softeners, stabilisers, cases, antioxidants, pigments,
dyestuffee, lubricasts, ‘emulsifiers ... These adjuvants (1)
are utilised as far as the plastic material containing . -
them ls in. contormity with the tests sventually prescribed,
‘excluding metallic derivatives which are likely to give
with the plastic materisl eome soludble and toxic
components (particularly the soluble components of
barium lnd udmium)

‘rhoy .ro inactive on the drup with which
they are into contact, that is to say that this contact,
short or prclou;od. should provoke no qualitative or
quantitative’ modification or alteration of the druss
Certain catagories of containers, oqulpmonto or

_acceseories must anewer to particular tests. For these
categories, the chemical nature of the plastice'

" ‘cornponents (adjuvante -inciuded) éhould be known by the
manufacturer who omployu them,

.(l) The ld.innﬂon concerning "cuw\;o. varanishes and
: phlt!co in contact with food™, established by the
Minletry of Agricultire includes s list of authoriuad

. substances } the uu o‘ thuo cnbahaen is,
g n«.nud“. : ‘ R

L_AA,., v
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Fot the mjocnble propnutlem (druge), thc
choice of the plastic material depends on toxicity tests
related to the nature and the use of the preparation ;
these tests should be mads with the injectable preparation
after it has remained in the container for a minimum
period of three months and if necessary at varioue
temperatures. '

: The containere, equipments and acceseoriee
to be used by chemists or in medicine cannot be

vo-utilised. In caee of Nocnb&- Preparations, they -
my be und for aqueour propntiono only.
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Noveaber 1, 1968

‘ kcgntlx Iu\md good Add.itivu Regulations .
- The following final nev food cdditlw regalations and amended regultt.iom

deeped of 1ntenlt-to the SPI Food Packaging Materials Committee have been

published in the Federal Register since our last meeting:

GECTION

TYPE

SURJTICT

'121.101

121.2536

121.2%27

121.2%26

(v)(2) .

121.2585

Deleting

Anended

Asended

Anended

Amended

4/11/68

L/12/68

L/17/68

b /20/68

L /20/68

Substances that sre. gcunnq ncog-
nized as safe by deleting. the iten
"Nordihydroguaisretic ecid.”

To provide for the sufe use of a-(p-
Nonylphenyl )~ome g -hydraxpoly{ cxy-
ethylens) mixturs of dikydrogen phos-
phate and monokyirogen phosphate -
estars in the production of resin-
bonded filters to be used for
filtering foeod.

Provide for the use of N,N-bis(2-
hydroxyethyl)alkylamine in vinyliden
ochloride copolymer coatings as an
Antistatic and/or antifogging agents
in food-packaging msterials.

Provide for the use 6f Disodium K-
octadecylsulfosuccinamate in the
formulation of paper .and ptporbou'd
used in contact with aqueous md
fatty foods.

Provide for the use of tetrahydroph-

thalic aahydride a4 & curing: agent
in the production of 4, 4‘'-i1gopropy-
11denediphenol-ep1:hlorohydrin
tharmosetting epoxy resins intended
for repested foocd contact use,

SPI-27037
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'nmz

DATIZ

suBpicT ' .

21,2603

" a1, 2604

.21. 2585

121. 2547

New Reg.

" New Reg.

o te

" Amended

Amended

Amended

Amertded‘

/20768

- 4/20/68

 4/26/68
877768

‘5/14/68

5/24 /68

Provide for use of poly(2, 6-dimcthyl
1, 4-phenylene) oxide resins as com-
ponents of articies fitended for food-
CONtact purposcs.

.Provide for vac of m':tl:yl glucoa.ldc- ,

coconut oil ester as & processing aicl

_fn the m nufacture of starch fntended

for usc as & component or nruclcs that
contact food. : :

Provide for the usc of industrial starch
modificd by ti-catment with not more
than. 6 percent of phosphoric ecid and’
20 perceni urca, &8 internal sizing. for
paper and papcrl:oard intended for foud
peckaging.

To provide for usc of poly{mcthylpzon-
tene) and olcfin basic copolymers mifs.
by copolymcrlnlim\ of 4-moethyiphen-
tene-1 and other. i-alkenes as articles’

. or eomponeats of articles intended fon

food contact use.

Provide‘ for uec of 8 mixture of di-and

trl-glycidyl esicrs as optional compn-,

“ents of thermoscttiing epaxy resing in-

tended for repeated use i comact with

- alcoholic beverages containing not moerce

than 8 percent of alcohol.

Provide for the usc¢ of an addlitiona)l
sanitizing solution, as sct forth belaw
on food-processing cquipnient and
utensils that contact food anc on hever-

" age containers cxcept those used for

milk.
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SECTION

TYPE

DATE

suB JBJLCt:

121.2592
121.2520
121,2562

121.1070

121.2526

121.2566

Amended

Ame‘t’\dgd

Amended

Amended

Amended

Amended

8724068
s/8/68
6/5/68
6/19/68
6/19/68.

6/20/68

Provide ror the use of ccrtain Jdis-
proportionale rosins having o mininvunn
dehydroabictic acid content of 357, ax

cemponents ol articles that comact fooi ‘

Remove the uppcr molecular wéight

~ spegification far palyoxypropylene-
- 'polyaxcttiylenc condcusaie uscd in the
formulation of food-packlging adhcrive:

Provide for the use of Dicthy! xantiroger )

disultide snd Tridecyl mercaptan in

the formulation of rubber Brticles int-

ended for repeatcd food-contact usc.

Provide for usc of o mﬁdiﬂcd clccu'bn‘:
capture meihod (specificd below) as nn

.alternative to the gas chromatographic-

electron capture micthod presently pic
scribed for determintug the presence of

* chick-edema factor .in fnuy aclds

Provlde fm- the safc use of l"otyam e
epichlorohydr(n modified resfi {n Ui
formulatton of paper and-papertard
used in coniact with aqucous and fauy
foods.

Remove the restriction on the use of
octadecy! 3. 5-di-1ert-buryl- 4-hydvro-
xyhydrocinnamatc ax ap antioxidant
in olefin polymers that Hmfie use of
the additive to film,
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" SUMECT

SECTION - TYPE
121. 2505 ° Ncw;ieg.' N

121, 2520

121.2606 New Reg.

6/%0 /68

6725768

~7/6/68

7/1 1/(_;5

7/27/68

| Provide for the gafe use ol polyhydiic

slcaliol diegters of oxidatively refincd
(Gersthoffcen process) monlan wax

" acids as Jubricants in the fabricaiion

of polyviny! chloride articles intcadad
for use in contact with food.

Provide for additional use of Polysorha

. 40, Polysorbate 85, Sorbitan monoole-
" ate as emulsifisrs nnd/or surfacc-

active agents in the manufacturc of ar-
ticles intended for use in contnct with
food. :

Provide for the usc of an additiopal
monomer, vinyl alcohol (from slcoholy-
sis or hydrolysis of vinyl acelalc units)
in polymers used tn the formulation of
food- packaging adhcrives and(2) thai,
to avoid duplication, polyvinyl alcohol
a8 & separate {tem should be removed
from the list of components of adhiesive

Provide for the safe ure of {lexamcethy-
lene diigocyanate, - Maleic anbydridc,
Phthalic anhydride ag reactants in the
preparation-of polyurcthane resins for
use {n contact with dry bulk food.

Provide for usc of tetra=thylene glycol
dl-(z—cthgghexomc) and polycthylene
glycol (400) monolauratce as finishes on
nylon twinc uscd for tying meat.
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SECTION

. TYPE

DATE

T SUBJECT

121. 2607

“121. 2566

121, 2571

121.2501

121.2550

N_cw Reg.

- Amended

Amended

-

Amended

Amended

7/37/68

8/9/68

8/31 /68

8/31/68

8/31/68 .

Providc for usc of tetraethylenc glyc
dt~(2-et%lmonc) and polyctliylene
glycol (400) monolauratc as finishcs -

~ onnylon twine uscd tor tying mcat.

"~ -Provide for usc of 2, 2'~ Methylencbi

(4~mothyl- 6-tert- butylphenol) as an

- antioxidant snd/or stabilizer in poly-

moers used in the manufaciure of .
articles imended for {ood-contnct usi

Provide for usc of a-(p~(1.1,3. 3 -

-Tertramcthyl- butyl) phenyl) - omege:

hydroxypoly{oxycthylene) mixture of
dihydrogen phosphate and monohydre;
phosphatc estcrs oe 8 component of

peper and paperboard in contact with '
foox] and as a componcnt of food-pack
‘aging adhesives. ' N

Provide for thc additional safe uac of
(1) olefin copolymers of ethylenc and

propylence and (2) olefin copolymers ¢

ethylenc and propylcne contalning ax
modificrs onc or morce of the anonomc

5-methylene- 2-norbornenc and 5-ethy.

dine- 2-norbornene, when intended for

_food contact use.

Provide for thc additional safe use of
(1) olefin copolymers of ethylenc and
propylenc and(2) oletin copolymers of
ethylenc end propylenc containing as

modificra onc or more of the monom:

S-methylene- 2-norboraene and 5-cthy .

lidine- 2-norhoruene, when intended f
food contact usc.

SPI1-27041
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SECTION.

TYILE

DATE

Slmﬂ’(‘ r

121, 2577

121,251
121, 2526

131, 2514

8.515
121,513

121. 2514
121. 2569
121. 2507

Amended

" Amended
' . Amended

An’z_cﬁded .

" Amended

Amended

974768

9/4/68
9/27,/68

.10/10/68

Oolor additive 10/15/68

10/15/68

10/23/68

. Provide for the safc usc of a-n- Dod-

ecanol-omegn-hydroxypoly {(oxycthy-
lene) as an antistatic agent in poly-
cthylene film uged tn contact with fooc!

Provldc 'for the sale usc of sodiuny
nitrite as an oprional compongnt of
surface lubricants used in the man-
ufscture of metallic tood conmct
articles.

Prodde for use of Ammoniun; big(N-

. ethyl~ 2- perfluoroalkyl- sulfonamido

ethyl) phosphates, in the manufacrurc
ot paper and paperboard uscd in coi-
tact with aqucous and tatty foods.

" Provide for the safe usc of sodiim pon:

tschlorophcnate as o preservative in (.
manufacturc of sealing oompound:-

* ‘Require on certificatcs and labeling

on expiration date beyond. which bat-
ches of FD&C Violet No. 1 - Alumin-

-um Lake should no longer be used.

Regarding specifications for and
additional usce in.food.and food-contac:
articles to polycthylene glyecol (nean
molecular weight 200- 9,500) - _

Provide for the safc usc of ccriatn.
polyamide resins derived from dimer-

ired vegetable oil acids, ethylene-di-
- amine, and 4, 4- bis-(4-hydroxyphcuyl)

pentanoic acid in food-contact coatingk
on cellophanc and polyolefin filme end
&8 componcnts of food-contact resinous
and polymeric coatings.
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_ EXHIBIT D

Report of
ThOmau J. Hughes, Keller and Heckman
On International Developments
Prepared for SPI Pood, Drug and Cosmetic
Packag;ng Materials comnittcc Mooting
Washington, ‘C.
November 7, _1968

Gentlemen:

It is indeed @ plensure for me to have this opportunity
to tePort on lome items of interest that have come to -our atten-
tion on thc Lntornatzontl scene.

.As is the normal ‘practice whenever the Committee
discusses international developments; or any of the topics
we cover. for you, I invite you to inte-ject yourselves during
the course of my discussion as you "feel the urge” and/or -
the need ac that we can develop and cross-pollinate as wuch ’
information on the subject as is possible. I don't have to

.teu you thet the international legislative and regulatory

situation is so complex and expansive that we must rely on

all of the members ©of the Committee who have occasicn to deal

~with, or in, foreign countries in the food and food packaging
areaa to keep us apprised of the latest developments,

UNITED KINGDOM

To “"get the ball rolling”, ‘I thought I would firast
touch on the present food packaging situation in the United
Kingdom. Those of you who ware at the last Camnittee meet -~
ing in New York, in April, will recall that following a
lengthy discussion, then Chairman, George Ingle, appointed
an ad hoc ‘Subcommittee to consider the question of whether
or nhot .it might be desirable to draft a joint set of com-
ments bearing on an inqQuiry, drawn up by the Bratiseh Food Addi-
tives and Contaminants Committee, and circulated to industry
by the British Plastics Federation, which requestad industry's
views on several alternative proposala for the establishment
of a food packaging regulatory scheme in the United Kingdom.

A May 10, 1968 comment  deadline date had been set by the
British Committee. .

SP1-27043
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After careful deliberation and discussion between the
ad hoc Subcommittee and your Steering Committee, the Steering
Committee decided that this Committee would aot undertake to
submit any comments on behalf of SP!. ([ keeping with the
Committee's long-standing polizy on such matters it was agreed

that the queation of whether or rot to submit c>mments on the
Bratish Food Additives and Contam:nants Tommi*tee's proposal
stouid be left up to the 1rdividua! companiers *»at %ad an in-
terest in the matter. 3ince this Tommittec ras ~ecither the cap-
azity =ar the farilities for'effectively deait g with foreign
problems fram an industry poi=t of view 1t wes felt that the
“i1ndividual ‘company” approach to tre Britist 3i1-uetion wauld be
best for «ll corcerned

That brings 'me to the curre-t sta*us of the situation
in the United Kingdom. A=tua.iy. we were mos: fortunate to have
had a very recent opportunity t> spend =he better part of a day
with Trevor Wells, of the Br:tish Flastics Federatio:n.

Mr. Heckman, Mr. l=gle and I <ook the opportunity of
our deiightful -and high!y 1nformative get-tagerter ‘sith Mr.
Wells to question him on the rrnai-’  of goverrmental authority

-over food-packaging 1r the United Ki~gdom and ‘tte force and

effect of the laws and regulations. prese-ily 1n effect in the
United Kirgdom, that might have any bearing ou f£225d packaging.

T think 1t might be he:pful for purposes of putting the present
efforts of the Rritisk Fnod Additives and Jansamirnants Committee
in perspective if [ digress fa>r a momewnt a-d briefiy describe
the governmental and legislativs mal~i-eryv i Gread
it relates to food packaging. K

The Braitish Ministiry of Paricuiture. fisheries and
Food 1s the goverrmental entity witr primary respnonsibilaty
over the admiristratian and erforcement of *te F33d and Drugs,

fraitain as

Act of 1955. It was also the sparssr >f the ¥ wher presented
to Parliament for consideratisn The M. :s%trv 15 romparable
to our own Executive Departmern+ of Heaslt . Ed zut12- and Welfare.

Basically. the Food ard Drugs Act provides. Ln sub-
stance, that “thou shalt nost paison the peaple , ard is in-
terpreted to apply to food packagiLng materiuls or containers
orly i the event that some food 15 pdisored, i(i1.e.., adulterated
or contaminated}, by such material or container The Act is an
"Act of Parliament” and any amendments thereto req.ire a new
Act of Pariiament with all of the mary pracedura!

steps re-
gquired for the ultimatec passage of such Arta. '

PRV
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In addition to sponsoring legislative measures, such
as the Food and Drugs Act, before Parliamen:, the Ministry also,
from time to time, proposes the adsptior of "regulations*, on
various subjects, to Parliament. Such proposals are made

strictly on an ad hoc basis. as the need arises, but, once adopted

by Parliament, they have the full force and effect 5f law. The
main difference betweern Acts of Fariiamernt ard suck “regulations",

kKnown as "Statctory Instruments', 1s that -te _atter are not form-

ally debated ir Parliament. but rather. are subsected to mere
superficial, pro forma deliberations, the <heory being that the
Ministry's techr.rcal expertise ir such mazters reed not, and
shouid not be the subject of politica. debate.

A good example of this-typ2 of regulatias- 1s the Anti-
oxidants in Food Regulation of 1966 with which some of you may
be familiar, and which relates t> permitted arntioxidants for
use as direct additives in foods.

- The Food Additives amd {ontamirna~.ts Tommittee was es-
tablished by the Ministry, usnder au*hority vested in it by
Parliament, for the purpose »f ronsidering. 2nd u!¢timately re-

“porting o, the leaching of paskagi'.g chemicé.s 1nta food. It

was 1~ furtherance of this purpose t*a* the 7“>mmittee reguested
the views Of 1ndustry. which was tr2 siuhijest of zhis Committee's

deliberations at our last meeting as : kave already mentioned.

The Committee, which plans to issue 1ts report somet ime
during 1969, is presestly considering three frocedura! proposals
for the regulation of packaging materials: ~—amely.

(1) The establishment of a list %f permitted pack-
aging materials, by trade name as wei;?as chemical cate-
gory, which would prohibit the use of packaging formula-
tions unless the specific farmu.ation to be used is ap-
proved by the Ministry. Needless to say. this type of
approach would be highly undesirable from i1ndustry's

point of view but, fortunately, azcordirg to> Mr. Wells,

it has the least amount of suppart »n the Committee of

any of the three proposals:

{2) The second proposal would be to establish
a list of permitted migrants. This approach m:ght be
acceptable, except that the members of the Committee
are talking in terms of setting a 0.05 ppm limitacion,
above which level a material would be considered to be

R e e
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a migtant. requiring Ministry approvati This propoialﬁL
has support oz the Committee but 18 not necessarily’
considered to be "the leading carndidate

(3) The Ehird proposa. calls for the govern-
mer.t to refrain fram adopting Any detai.ed legisla-

. tion on the -subject of food psckaging as experiences
in other countries, notably the U. §.. have proven
‘that such legislation is nejither pracztical nor nec-
‘essary. All that would be necessary to assure safety
would be to require that the several packagirg in-

, dustries each.adopt andathere t> a ‘code of practice’,

" similar in design and scope to the Good Manufacturing
Practices Regulations employed in this country. TLis
-approach is pbviously the most d-oxrablo »f the three,
from tndultry't point of view, and we ere told, by
Mr.. Volll. that this propoaal il ptckx'g up t"crean-
inq snpport and momentum \ )

w1th thi- pro.pect tn mind, the British Fiastics Fed-
eration (BPP) which, as you krow. 1s ar orga'leti:1 sifmilar to
our own SPI, has circulated, to the Br.tish plestica industry. a
draft ‘code of practice’ for comment and ‘approval by tre BPF
- members. The dratt ‘which vas appraved by tne BPF Taxicity Com-
nittee before being. circulated to the BPF membe:srsp. has been
rejected by one British company and effor.s.are pre-cntly under -
way to resplve the objections that have beer. raised: although,
we are ted to believe that the objections rar1sed by the company
in question. bave seriousiy impaired the ‘possible approval of
a BPF Code of Practice at any time 1n the near future.

NETHERLANDS

Turning next to the present stat.s of the Dutch regu-
latory situation, the Dutéh Minisiry of Sacial Affairs ard pPublic
Heélth published, on July 25 '968, a thaird version of a Draft
Packaging and Food-Utensi.s Reguiatior. with ¥ twe.ve-month

camment péxioq ending July 25. 1969,

On May 6, 1968. the Miristry Lad ptamulgated “Direc~-
tives For Making Application For the Appraval 2f An Additive in
" Packagings and Food-Utensils'. suth Directives tu be administered
under ‘the Packlgxng and Food- Uten:xla Regulation, when the latter
is ultimately finalized and formally adopted. Tha Directives
are, as we under.tlnd it, final and ot open for .comment. “ They
are ‘very similar in‘des.gn and scope to the Procedural Regulations
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qoverning the filing of Food Additives Fetitions in this country
under SQCtten 121 50 of the Code of Federul Regulations.

Of partaicular significance, 1s Sect1o-. B :f the subject
Directives which grants provisiaha, permissid-. for the use of
‘plastics materials and components, in the Natherlands. that were
subject to appitrlble U. S, Foad Additive Jeqa.ations prior to
Ja-uary 1, 1967, ‘unless subseguent t3Xi:i, data rai.s for a
reaprraisal of the substance.

Substances which have bee: requ'ated in the . S. after
Jargary 1. 1967, would be independe:t.y eval.ated by the Nether- .
lands a<d data, as specified ir 'the Direcrves. wouid be required
~ for purposes of obtaining Dutch governmer.cal tppraval.

: Addztlonally Section 8 of the D;rectzves p:ovldes that
an additive could be placed on the list of acceptabie additives -
withaut toxicxty data havirg been supplied, provided that it could
be demonstrated by ‘appropriate extraction studies using water,

3% acetic acid, 15% ethanol and arachis 21!} as food simulating
#2lvents, that.not more than 0.01 ppm of tVve additive will migrate
irto packaged food. This. of course. is a 83rt of adoption of

the U, S, approach implied 1n FDA's ‘Gu1detines For Chemistry

‘and Tecknology Requirements: of Fand Additive fetitiors”, We are
toid that the Dutch are closely watohi~g the rest >f tvwe world,
particularly the €, S., toO see how and t> what extaert the -

‘Fraw ey approach” w;ll.be implemented 1n other ~auntries before
the Dutch perhapc undertake to m2dafy tte O..'. ppm criterion-

We have. just recently received a capy of the Dutch

. Directives and will circulate capi®s to tre “ommittee 1n the

very near future. We have also received a copy of. the third

Draft Parkaging and Food-ltensils Regu.2%1on8: but without the -
schedules to the draft, which coutai™ preacriptioars o= the various
permitted additives and comporcnts, ard *“ne methads of investi-
gation for enforcement Of the Regu.atio Vhapter ! of “the
schedules relates to polystyrere. poiystivrene copolymers, poly-

. ethylene, proproxylane. polyalefi+ ropoivmers, PVC, PVDC, anti-

oxidants for plastics and Gernera!l Analytizal Methnds, an3 may
.be obtained by writing diractly t->

'Food Law Advisory CommiagLar
A{Adviescommiesie Warerwet.
Dokter Reijersstraat [0
teidachendam. Netherlands. =
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In summary then. the Dutch are in the process of de- .
vising & regulatory scheme for £204 packaging materials which,
with certain listed exceptions, will require -the pre-clearance
of additives and materials by the Dutsh goverrment before such
substances are "listed as acceptable for fo>d-packaging appli-
catiors in the Netherlands. Jt should also be noted that the
Dutch proposal for .the' reguiatison of-irdirest additives migrating
from pa-kng;ng materials i» separate an apart from tho Dutch
regulattons bearan an direct f>od add.tives.

BELGIWM

_ Turning next .to some recent deve.ape-\:s an Bolg;um,
the 39191an Ministry of Public Health and Families has promulgated
a draft Royal Decree relative to the man .wFacture  trade and util-
ization of items and materials which come’ 1*!3 contact vath
.produce and food stuffs.

_ Untottunatély. the copy of the draft Decree we have been .
abic ta sbtain makes no reference td :thent d¥adline dates, nor,
_1ndeed to a~y desire on the part >f the Be.gien Qivernment to
have ihdustry submit 1ts views or. the draft. s> [ aun L-able to
give ysu any specific information 1~ this regard

Tre draft Decree purports t> apriy 9" .7 to those pack-
agxng materials which aré “iikely to becsme companents of -pro-
du-e ar food stuffs”., Broad PrQVL91ﬁ'9 are als> made for re- =
questiig the ‘Belgian government to .1sr Food packa3zirg materials
or components, which are lLikeiy to bessme components of food: on
a pos:cxve -th of approved matériais. Her ¢ «#gai:, the copy of
the draft Decrée wé have makes no refere: te t> rejuired extrac-
tion methods or sther data that must be supp!ied to the govern-
. mert t> establish safety but. fram our past experierce, we )
believe it very likely that the Belgia-s wi.i ‘vitimately follow
the Dutch lead and probably will end up adopting the same,. or
very similar criteria, as the D.t b

: Iﬂ genesral, the draft Decrpc seeks to prohxbxt the
use of foad packeging materials or companents, which "are likely
to> become .camponents of food: 1f such materaal or comporent:

(a) wall 'contamtnate the food with “noxioués ' substances in such
quantity that the food becomes harmful or dangerous to health:
“or. (b} will impart inoffensive substances to foads, but in un-
desirable quantities under the normal candxttoni of use; or

(c) wi1ll change the organoleptic characteristics o2f the food
when 1n.contact with food etuffs under rormal conditions 6f use.
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To summarize the situation in Belgium, we anticipate
that the Belgians will ultimately adopt a packaging regulatory
scheme similar in design and scope to the Dutch effort, so events
in the Netherlands will have, we believe, a significant bearing
on the ultimate poo;t;on the Belgians take with rogurd to the
regulltch of food pnckuing materials.

We have just recently been advised that. ast April, the
ltalian Mimistry of Public Health, 1n ~2aperatis~ with & Committee
established by the 1talian National Assdciatiar of the Chemical .
1~dustry, promulgated e ‘positive jist  af i1ngredients acceptable
for use in plastic food packaging materisis, We have not .seen the
lret as yet, but efforts are underway to osbtain e translated .
version, and if and vhen we are able to-procure the same, we
shall be advising . the Zommittee further 1n this connection.

I phould note that sur experiences with the Italian
government, and, indeed, the information we rtave recently re-
cei1ved, show & continuing spirit of caoperetiosn between govern-
ment and industry. It is nd sécret that we would certainly like
to see the same type of cooperatio;. 1n tris cousitry, and I think
we have seean some hopeful straws i1n tke wid as a-direct result
o5f the National Confererce oa Indirect Fa3d Addttlvel as Jerdy
has’ .lready mentioned in his report.

EEC
: In concluding my repdrt, | woutd ‘like to> briefly touck’

on the current situation in the E E.C As most of you are prob-
ably aware, the interests of the plastic industry within the
Common Market have generally beer represented by the B.T.T.M.P.
Some two years &go, 1n the inserest of greater harmonisation
of the plastics indumtry withir tke F F C., 8 “smite Mixte
was established. The establishment of t4is Committee, which
actually constituted the merger of severa; technical committees
operating within the framework of the lommon Market, coincided

with the establishment, by ths E.E ¢ ‘s Agricultural Division,
" vf a Committee to study the problem of irstituting a common
regulatory approach to food packaging an the Cpmmon Market.

The E.E.C. Committee, usually referred tb as the

Franck Committee 1n honuor of its Chairmar, Professor R. Franck
of Berlin, has received several proposals for legislation on the
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subject, and-is ‘presently reviewing the procedures used by other
countries in an effort to develop a workable end effective r-gu-
latory nppronch in tho B.E.C.

Tho plastics industry, through the Comite Mixte, has
nubmxttod a proposal to the Franck Cosmittee which calls for the
listing, on.a Common Market “positive list', of all plastic food
packaging wmaterials and components that are approved for use in

at least gwo £.E.C. member countries, without further assessment. -

Plastic food packaging materials and components that have been
approved ih pnly one country will also be listed, but will be

" subject to removal from the list if ohjections are raised by »
government. toxicoloqtut fran any of the member countries within
'a six month period of the dete of listing. Tho Franck Committee
is presently -studying this proposal.

. Hotnvhilo, as an adjunct to this ptopolul, the B.I.T.M.P.

has completed a draft listing of plastic food packaging materials
and components it would recommend Le included on such s posxtxve
list. As we understand it, the B.I.T M.P. has circulated the
draft to the member countries for comment and approval before
submitting the same to the Franck Committee. Apparently, West
Germany has raised some objections to the draft listing, not on
ths substance of the list, but rather on the grounds that

neither the Comite Mixte.proposal nor the B.I.T.M.P. ‘proposed
list have “national” status as is normally required under the
‘Rome Treaty for E.E.C. conlidoratxon

Thorofo:o, it.cppecr. as though tho'bxggoat roadblocks
in the way of any E.E.C. effort to regulate food packaging are
in the nature of "political" rather than ‘technical’ hurdles.

That completes my report. 1 thark you ‘for your atten-
tion and, again, if any of you have any additional information
on these, or other countries of interest, I know that the Com-
mxttee w111 appreciate helrxng xt

’

Thank you
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