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THE SOCIETY OF THE PLASTICS INDUSTRY,INC.

250 PARK AVENUE +* NEW YORK. NEW YORK 10017 - 212/687-2675

MINUTES

MEETING OF SPI FOOD, DRUG AND COSMETIC
PACKAGING MATERIALS COMMITTEE

Shoreham Hotel March 15, 1972
Washington, D. C. 9:20 a.m.

Present:

Robert M. Miller, General Chairman, Hercules, Inc., Delaware Trust Building,
Wilmington, Delaware 19899
Watson B. Ackart, Union Carbide Corp., River Poad, Bound Brook, New Jersey 08805
William Allen, American Cyanamid Co., Bound Brook, New Jergey 08885
Ronald R. Arnold, M & T Chemicals, Inc., Rahway, New Jersey 07065
Robert C. Asam, The Goodyear Tire & Rubber Co., 1485 E. Archwood Avenue,
;‘Lk‘:on, Ohio 44316
¥. C. Rachtel, B. F. Goodrich Co., 500 S. Main Street, Akron, Ohio 44318
Norman s, Bornstein, Cryovac, P. 0. Box 464, Duncan, South Carolina 29334
Foge~ G. Boyer, Pantasote Corp. of New York City, 26 Jefferson Street,
Passalc, New Jersey 07055
Kerneth €, Conley, Marbon Division, Borg-Warnmer Corp., Washington, West
Virginia 26181
Paci F. Cundy, American Can Company, Box 702, Neenah, Wisconsin 54956
Richard A. Dannells, Dart Industries, Inc., P. O. Box 37, Paramus, New Jersey 07450
LaVerne J. DeCorte, Sinclair-Koppers Company, Prankfort Road, Monaca,
Pennsylvania 15061
Daniel §. Dizxler, Keller and Heckman, 1150 17th Street, N.W., Washington, D.C. 20036
Dr, Ernest M. Dixon, Celanese Corporation, 522 5th Avenue, New York, New York 10036
Thomas J. Dolce, Celanese Plastics Co., Box 828, Greer, South Carolina 29651
George W. Ferner, The Goodyear Tire & Rubber Co., 1144 E. Market, Akrom, Ohio 44316
Robert P. Fischer, Kerr Glass Manufacturing Corp., P. 0. Box 4000, Lancaster,
Penngylvania 17604
David II. Fishman, Celanese Plastics, Morris Court, Summit, New Jersey 07901
Gerhard H. Fuchs, Allied Chemical Corp., Box 1057R, Morristown, New Jersey
David R. Gaskill, Mobil Chemical Co., P. O. Box 240, Edison, New Jersey 08817
B. J. Garceau, ICI America Inc., 151 South Street, Stamford, Connecticut 06904
Max Goldfrank, Stein,Hall & Co., Inc. (Celanese), 605 Third Avenue, New York,
New York 10016
3. F. Goodheart, Levey Div. Cities Service Co., 630 Glendale-Milford Road,
Cincinnati, Ohio 45215
Charles H. Goodman, The Dow Chemical Company, 2030 Dow Center, Midland,
Michigan 48640
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Francis V. Greenough, Cryovac Division, W. R. Grace & Co., P. 0. Box 464, Duncan,
South Carolina 29334
Taylor Hanavan, E. I. duPont de Nemours, Film Dept., 1007 Market Street,
Wilmington, Delaware 19898
G. Frederick Hanna, Marbon Division, Borg-Warner Corp., P. O. Box 68, Washington,
West Virginia 26181
Jerome H. Heckman, SPI General Counsel, 1150 17th Street, N.W., Washington, D.C. 200:
Michael Hirsch, B. F. Goodrich Chemical, 5100 Oak Tree Blvd. Cleveland, Ohio 44111
Kail A. Hochschwender, American Hoechst Corp., Route 202-206 North, Somerville,
New Jersey 08876
Tohn F. Jones, The Standard 01l Co. (Sohio), Midland Bldg., Cleveland, Ohio
OLto 5. Kauder, Argus Chemical Corp., 633 Court St,, Brooklyn, New York 11231
Pater P, Klemchuk, CIBA-~GEIGY Corp., Ardsley, New York 10502
Robert H. Knust, Celanese Plastics Co., Morris Court, Summit, New Jersey 07901
Jack L. Lawing, Eastman Chemical Products, Inc., Kingsport, Temnessee 37662
Clyde W. Leaf, BASF Wyandotte Corp., Biddle Avenue, Wyandotte, Michigan 48183
Jerowe H. Ludwig, Synthetic Products Co., 1636 Wayside Road, Cleveland, Ohio 44112
Joel Markowitz, Dart Industries Inc., Chemical Group, W. 115 Century Road,
Paramus, New Jersey 07652
Peter Morison, Eastman Chemical Products Inc., Kingsport, Tennessee 37662
Peter M. Kemkov, Keller and Heckmwan, 1150 17th Streetr, N.W., Washington, D. C. 20036
Donald W. Pugh, U.S. Industrial Chem. Co., P. O. Box 218, Tuscola, Illinois 61953
Lorence Rapoport, Olin Corp., P. 0. Box 200, Pisgah Forest, North Carolina 28768
George A. Richter, Rohm and Hass, Independence Mall West, Philadelphia,
Pennsylvania 19105
Pobert E. Rutherford, Gulf 0il Corporation, 439 Seventh Ave., Pittsburgh,
Pennsylvania 15230
A. Merrill Schnitzer, Phillipe Petroleum Co. 356 Research Building 1, Bartlesville,
Oklahoma 74004
W. W. Sederlund, National Starch & Chemical Corp., 1700 West Front Street,
Plainfield, New Jersey 07063
Dw.aht M. Sheets, Shell Chemical Company, One Shell Plaza, P. 0. Box 2463,
Houston, Texas 77001
Marthew E. Smith, Owens~Illinois, l4th & Adams Sts., Toledo, Ohio 43606
Charles J. Spiegl, Continental Can Co., 7622 S. Racine Ave., Chicago, Illinois 60620
Don F. Thompscn, Amoco Chemicalg, Tech Center, Naperville, Illinois 60540
Judith A. Tins, Celanese Corporation, 522 5th Avenue, New York, New York 10036
Philip 3. Vanderhorst, DuPont-Film Department, 1007 Market Street, Wilmington,
Delaware 19898
F. J. Vandermark, Northern Petrochemical Co., 2223 Dodge St., Omaha, Nebraska 68102
Willard M. Westveer, The Dow Chemical Co., 2040 Dow Center, Midland, Michigan 48640
George F. White, Jr., Reynolds Metals Co., 10th & Byrd Sts., Richmond, Virginia 2321¢
Ambrose G. whitney, W. R. Grace & Co., Research Division, Clarksville, Maryland 2102
Ronald M. Wilson, Jr., Emery Industries, Inc., 4900 Eate Ave., Cincinnati, Ohio 4523
L. W. Ziemlak, Foster Grant Co., Inec., 289 N. Main Street, Leominster, Massachusetts
C. L. Condit, Secretary, SPI, 250 Park Avenue, New York, New York 10017
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Undar the Chairmanship of Robert M. Miller, Hercules, Inc., a regular meeting

of the SPT Food, Drug and Cosmetic Packaging Materials Committee convened in }
the Shoreham Hotel, Washington, D. C. at 9:20 a.m. Mr. Miller commented on

the cutstanding attendance, noting that there were more present than the

Secrctary expected.

Further, Mr. Miller mentioned that it had been some time since the Committee

condvcted a so-called "closed” meeting since at the last few messions, there

have been FDA people on the program, and at times others not part of the Com-
mittee, He asked those present to feel free, at any time, to pose questions

throughout the day's meeting.

Referring to the detailed Agenda, Mr. Miller then asked for the usyal self-
introductions,

Minutes of Last Meeting Approved

Iandicating that the last meeting of the Committee was held at the Commodore
llotel, New York City, on June 3, 1971, Chairman Miller asked if there were

anv covrections or additiong to the Minutes as developed and circulated by the
Secretary. In the absence of comments, he declared the Minutes approved as
circulated.

Preliminary Remarks by Mr, Miller

Products, Inc., and Vice Chairman of the Committee, as well as Chairman of the

Lawyers' Advisory committee is reported to be coming along very nicely following

a prolonped i{llness, and more recently, major surgery. Mr. Miller announced
that Jack L. Lawing of Eastmsan Chemical Products, Inc., would represent Mr. Stone
at the day's session, and, at the appropriate time, would deliver the report

on the activities of the Lawyers' Advisory Subcommittee.

At this point Mr., Miller expressed pleasure that Charlie Stone, Eastman Chemical

Comments by Chairman Miller on Activities and Scope of the SP1 Public Affairs
Council and European Developments

Chatrman Miller then gave the following report, dealing with the SPI Public
Affairs Council and Furopean developments:

Report of Chaiyrman Miller

SPT PUBLIC AFFAIRS COUNCIL

"'SPI has formed a new operating division known as the Public
Affairs Council, It formerly was designated as the Plastic/Packaging
Couuril and Plastics Councll and was initiated as the single focal
point of the SPI environment program. It is now a division of SF1
and will have representatlon on the SPI board. A draft of by-laws
for the council hae been prepared and is ready for adoption. It is
compored of management representatives of many member companies and
has rtie following objectives:

a) Convince influential pulilics about the benefits
of plastics. .
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b) Convince our customers that not only do plastics
represent good, modern design and material solu-
tions, but also that plastics do not expose these
customers to public relations problems,

¢) Respond quickly and accurately to public criticism
of plastics.

d) Counteract or repeal anti-plastics legislation.

e) Demonstrate that the plastics industry has a
genuine and constructive concern for improving
our environment.

"To assist in reaching these objectives, the Council has obtained
the services of Hill and Knowlton, one of the leading public rela-
tions firms. In addition, the Council has hired its initial legis-
lative representative,

"From its inception in mid-July to the end of 1971, the Council
cperated on a budget of approximately $391,000, Pledges totalled
approximately $340,000 and SPI pledged $50,000 to make up the dif-
ference. The Public Affalrs Council has a proposed 1972 budget of
$975,000. As of the middle of February, pledges have been received
in excess of $850,000 from 44 member companies. They hope to obtain
rledges of at least §1,000,000. If your company has not joined the
Council, please check and see that they know about its activities and
can become a member. This is a united plastics industry effort with
with we all should be concerned.

"Three current 'hot areas' of immediate concern to the SPY
Public Affairs Council are the states of Massachusetts, Vermont and
New York. Bills pending in Massachusetts concern taxes on non-
returnable and no deposit containers and perhaps some actual bans
on certain items. Vermont has a bill to be passed momentarily which
stipulates a 1 mil/container tax on all separate closed containers
{bottles, jars, cans and cartons). We just have been informed that
this Vermont bill was not passed but was returned to committee for
further consideration. New York has a non-returnable container tax
Lill before the legislature, as well as one to ban PVC. The SPI PAC
is actively engaged in following these actiomns.

"The Subcommittee on the Environment of the Senate Commerce
Committee just concluded hearings (beld on March 6, 10 and 13) con~
cerning the environmental aspects (primarily of solid waste dis-
posal) of containers of all types, Ralph Harding. Executive Vice
President of $PI, made a statement to the subcommittee regarding the
environmental characterigtice of plastic containers.
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"We do not want to take time to discuss the details of these .
actions here, but if any of you is interested in them, we guggest
you contact Mr. Sam Nuspliger at the SPI office. }

INTERNATIONAL DEVELOPMENTS

"The Council of Europe is holding a second symposium on food
packaging in Rowe on March 23 and 24 ss a follow-up on the 1971
sympogium In the Netherlands, which I attended as a representative
of SPI and reported on at the June 3 meeting. This symposium is
being hosted by the Italian government, and, unfortunately, they
decided not to invite any delegates from the U, S. Apparently they
plan to continue discusaion of 'global' migration and the philosophies
of policing and regulating food packaging materials, We will have
to receilve our reports of their deliberations from our European
contacts,

"We have received word that the Dutch have come up with a new
approach to regulating packaging materials as an attempt to resolve
the differences between the French and Italian philosophy and that
of the Dutch and Germans so that uniform regulations can be estab-
lished. We cannot see that this new approach will be of much help
to us in our negotiations with FDA, but here is the Dutch proposal
ag we understand it:

"The old system was like that of West Cermany in that positive
lists of recommended or approved additives were given for each
plastic or packaging material, with limitations on the quantity of .
many. The limitations resulted from toxicological considerations, ]
self-1imiting features or the amounta tested in each instance. This
meant an analytical method was required for each additive imn each
plastic. The Dutch commission analyzed the list, deleting all
additives where the limitation was not based on toxicological con-
giderations and where the compounds did not give rise to toxicol-
ogical problems. This resulted in deletion of 757 of the list.

For the remaining 25%, 1t wad decided to replace the maximum
concentration in the plastic or other food packaging material with
a maximum number of milligrams in food or a food simulating soclvent.
This number, when converted to ppm’'s in food, should not exceed

the ADI (Acceptable Daily Intake) times 60. An assumption is

mede that the daily food intake is 1 kg/day. Since 1 kg of food

is wrapped in an average of 6 sq., dm., of plastic, and the migra-
tion of plastics does not excead 10-12 wmg per &q. dm, this calculates
tc 60 mg/kg food or 60 ppm. This 60 ppm i8 an arbitrary number,

but it was concluded that i{f the migration (or extraction) of a
specific ingredient does not exceed the ADI times 60, it may be
used in any quantity with no limitations or analytical tests re-
quired, Since it was established that the maximum migration of
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. a plastics component was 60 ppm, compounds with an ADI greater
than one will meet these criteria.

"The ADI times 60 has been designated as the Packaging ADI
(?ADI). The ADI ysed for most of the calculations has been based on
the results of 90-day animal feeding studies. If the migration
exceeds the PADI, the specific migration of the additive must be
determined, and a limitation for that ingredient will be in the
regulations. Thus, an analytical method is required for those
compounds., The PADI gystem supposedly incorporates the 'Frawley
proposal’ to 0.05 ppm, but we have no details on that as yet.
Perhaps we will know more after the Rome symposium,

"The Dutch proposal was developed to attempt to resolve the
differences noted at the Noordwijk symposium inm 1971 between the
Dutch and German approach versus that of the French and Italians.
The former had positive lists with provisions for petitioning for
new additives, while the French and Ttalians assumed that plastic
packaging materials would offer no hazard to public health if the
gross migration or extraction is less than 50-60 ppn when using a
procedure similar to our end-use extraction test. The French and
Italians desired to use this as a means of policing the law. The
new Dutch PADI system supposedly combines the two approaches, which
may satlsfy the Council of Europe.

"The second item concerning international developments is the
rotice of a forthcoming seminar on the 'Migration of Additives
irom Plagtics and Their Determination in Fat Simulants', sponsored
by Unilever in Hamburg, West Germany.'*/

tasuTving Mr, Miller's report on Eurcpean activities, Normen Bornstein, Cryovac
Division, W. R. Grace & Company, suggested that in one manner or another it
would be quite desirable to assemble a bibliography of foreign papers on
extraction studies or methods which have either been delivered, or are to be
delivered at some time in the future. Mr. Miller said that this could very
well be considered by the Technical Information Subcommittee, and asked that
the Subccmmittee Chairman report on such matters from time to time to the
extent that 1s possible to assemble such a list.

In closing his report, Mr. Miller noted that the international situation as
regards the interests of the Committee's members are becomlng wore and more
important and that, therefore, there is every reason for an adequate liaison

to be maintained with the various countries abroad, if, for mo other reasom, than
to try to steer them towards a better regulatory system tban ours.

*/ Details are contained in the attached announcement, Appendix 4.
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Nomination and Election of Officers .

Chairman Miller reminded those present that, some time ago, he had appointed !
a Nominating Committee composed of Messrs. Matthew E. Smith, Chairman, Owens-
I1linois; and members George W. Ingle, Monsanto Company; and Max Goldfrank,

Stein, Hall & Co., Inc; asking that they propose a slate of proposed officers

as well us Steering Committee members-at-large for the period beginning Jume 1,

1372 to June 1, 1974,

He then called upon Matr Smith to give the Nominating Committee report.

Mr. 5mith named the following proposed officers: General Chairman Karl A,
Hochgchwender, American Hoechst Corporation; and Vice Chairman, Willard M.
Westveer, The Dow Chemical Company. The appointment of the following members
to the Steering Commitree, Karl A. Hocbschwender, Chairman, American Hoechst
Corporat{on; W. B. Ackart, Union Carbide Corp.; Paul F. Cundy, American Can
Company; Taylor W. Hanavan, E. 1. duPont de Nemours & Co., Ibnc.; Robert M.
Miller, Herculea, Inc.; Ceorge A. Richter, Jr., Rohm & Haas Company; and
Willard #. Westveer, The Dow Chemical Cowpany:; was also Tecommended.

Chairman Miller asked if there were further nominations, and in the absence
of any, #Mr. Swmith noved that the nominations be closed and that the Secretary
cast 2 unanlmous ballot for the slate as proposed. The motion was seconded
and carried unanimously.

At this point, Chalrman Miller expressed deep appreciation for the fine co-

operatinu he hag had from both the Steering Committee and the SPI office during

his tenure of office, and expressed hope that some accomplishments were made .
durlny his Chairmanship. }

=

thairman Hiller next introduced Jerome H, Heckman, Keller and Heckman, and
Cencral tounsel for £1'1, to deliver his regular report on various regulatory
Activitice relating to the interests of the industry.

[i'Lease note: Attached hereto is a reproduction of Mr. Heckman's complete
presentat loa at the day's session, including various attachments in the form of
appendlces mentfoned by him. ]

AL 1l onceet, Mr. Heckman asked that those present fnterrupt him at any time
sbould 1ty have questions to pose or, on the other hand, at any point where
formal act!on wns requested to be taken at the day's session regarding any one
or more of Lhe iteme he discussed.

In Jdlscasryny the status of the USDA proposed amendments to meat inspection
regulations, tir. deckman reminded those present that attached to his report
Cage attachiint to these Minutes) was MPI Notice 69 while available for the
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. first time at the day's meeting of the Steering Committee was a document labeled
MPI Notice 74.

It was requested by Mr. Heckman at the day's session that the Secretary place
the MPT 74 Notice in the Minutes. It follows:

"UNITED STATES DEPARTMENT OF AGRICULTURE MPI NOTICE 74
Consumer and Marketing Service

Meat and Poultry Inspection Program

Washington, D. C. 20250

'""INFORMATION FOR: All MPI Per=zonnel, Owners, and Operators
of Official Establishments, and State

Officials

Section 302.3 in the Manual of Meat Inspection Procedures
and Section 81.95 of the Poultry Inspector’'s Handbook

"The above sections are being revised to permit the use of con-
tinuing letters of FDA guaranty.

"Please advise those who inquire, that such letters will be per-
mitted whenever letters of FDA guaranty pertain in the ingtruc-
tion to be implemented April 1, 1972.

"An example follows:

. 'The articles listed herein comprising each shipment
or other delivery hereafter made by (name of person
or company giving guaranty) to, or on the order of
(name and address of person or company tc whom the
guaranty is given) is hereby guaranteed as of the
date of such shipment or delivery, to be, on such
date, not adulterated or misbranded within the
meaning of the Federal Food, Drug and Cosmetic Act.'

(Signature of person with responsible
position in supplying firm-address)

/s/
Fred J. Fullerton, Director
Field Operations Division"
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There was a great deal of discussion at the day's session relating to Mr.
Heckman's report on the negative-type publicity which has appeared on the use
of phthalate plasticizers ever since the announcement of Dr. Rubin's findings
on the PVC blood bags problem. Especially helpful in the course of this dis-
cussion was a report given by Peter Morison of Eastman Chemical Products, Inc.
relative to a recent meeting of a special MCA Committee called to discuss the
phthalates problem. Mr. Morison reported as follows: '

Manufacturing Chemists Association Technical
Meeting on Phthalates - February 24, 1972

"Thirty-three member companies of MCA most intimately affected
convened in Washington, D. C. on February 24, 1972 to discuss the
significance of publicity on phthalate plasticizers used in bio~
medical applications, particularly blood bags and medical tubing.

"It was agreed that some toxicological data on ingestion of
phthalates has been published and substantially more information of
value is believed to exist in company files. It would be helpful
to pool existing unpublished data and appraise its applicability
to the current problem.

"It was noted that a test program representing use of plasticized
“VC in semnsitive applications is under way at Stamford Research
Inctitute and supported by representatives of industry. Results of
thls program are not expected to be available for some months.

"At the meeting, representatives of eight MCA member companies
volunteered to create an Ad Hoc Planning Group on Phthalate
Studies for the purpose of developing a program for further con-
sideration which may include a meeting with Drs. Rubin (JohnsHopkins),
Autian (University of Tennessee), and Guess (University of Texas),
and other researchers in this field.

“The Ad Hoc Committee is composed of representatives of the
following companies:

Baxter Laboratories (Dr. Gesler)
Borden Chemical Co. (Dr. Cummin)
Eastman Kodak Co. (Pr. Raleigh)
Enjay Chemical Co. (Dr. Livingston)
W. R. Grace & Co. {(Mr. Magram)
Monsanto Company (Mr. Graham)*
Union Carbide Corp. (To be named)
USS Chemicals (Dxr. Mackay)

*Temporary Chairman

"MCA Will serve only as a vehicle reflecting the position of
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its member companies. MCA sponsorship of any program must be ap-
proved in advance by its Board of Directors and funded by part-
icipating member companies."

Thereafter, Mr. Miller pointed out that the Steering Committee, in a meeting
the previous evening, had expressed great concern about the phthalates problem
and believes this whole matter should be brought to the special attention of
the SPI Board of Directors. In this regard, Bill Westveer, 2 member of the
Steering Committee, first proposed a motion whereby the full Committee would
approve approaching the SPI Board of Directors to call a meeting of PVC and

~ plasticizer producers in order to ascertain whether the time has come for a
position paper to be prepared on the use of these materials if, for nothing
eise, than to protect the market where these materials are known to be ad-
vantageous and have favorable characteristics.

There was then a great deal of discussion about the matter, one question
raised being whether the action proposed by the Steering Committee might result
in the preparation of a position paper by SPI which could duplicate or con-
flict with the present work of MCA in this area. It was noted that at a
recent special MCA meeting it was decided that it was premature from a tech-
nical point of view to prepare such a paper. In any case, it was reported
that the MCA Committee is conaidering conducting a literature search, and has
asked companies represented on the study committee of MCA to make a search of
their own files in order to provide more input on the entire matter. The
MCA group apparently has also asked various toxicologlsts to review the works
of such researchers as Dr. Rubin and others; determine then, what further in-
formation is required; and, finally, recommend what future work should be
undertaken, 1f any.

Mr. Bornstein urged that it would certainly seem more desirable to effect
liaison with the MCA Committee, rather than duplicate 1its activities.
Chairman Miller and others agreed that Mr. Bornstein's points were very well
taken. He noted that, in the final analysis, the real intent of the motion
proposed by the Steering Committee was to make certain the seriousness of the
plasticizers matter 1is brought to the attention of the SPI Board of Directors
since it is recognized thatr the SPI represents a segment of industry, prin-
cipally fabricators and convertcrs, which are not necessarily represented in
MCA activities.

It was further noted that this Committee does believe the matter requires SPI
Board of Directors consideration because of its marketing and public relations
overtones. The present constitution of the SPI Food, Drug and Cosmetic Pack-
aging Materials Committee would not appear to be of the type which would assure
completely appropriate activity on the phthalates matter for this reason.

Mr. Heckman noted that perhaps an entirely new Committee should be considered
by 5PI, and should include marketing people who recognize the problems as

they relate to selling the products involved. Furthermore, Mr. Heckman said,
call it a position paper or not, what actually is needed 1s a kind of response
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from the Society to answer inquiries which are beginning to be made at various
levels, including ones he is receiving from Capitol Hill,

Finally, after much disucssion on the composition of a motion which would
direct the whole problem in one form or another to the attention of the $PI
Board of Directors, the following motion was carried with one negative vote:

"The SPI Food, Drug and Cosmetic Packaging Materials Committee
orders ita Chalrman to suggest to the SPI Board of Directors
that it consider calling a meeting of PVC and plasticizer pro-
ducers, as well as users, in order to ascertain what course of
action should best he taken to clarify the present phthalate
plasticizer gituation for the industry, and vhen necessary, for
inquirers on the subject."

Chairman Miller agreed that, for the present at least, there should be liaison
between SPI and the MCA Committee on the matter of phthalates, PVC, etc. At
this point he asked Norm Bornstein to accept this liaigon positiom and Mr.
Bornstein agreed to do so.

At another point in his presentation, Mr., Heckman asked for direction as to
whether it is feasible and possible for a small amount of barium compound to
be added to plastics generally so that x-rays could more readily detect a
swallowed substance.

In dealing with this matter in detail in his report, Mr. Heckman also dis- }
cussed at the day's meeting the various attachments to his presentation to

illustrate that a Dr. William P, Slover, Hartford Radiology Group, Hartford,

Connecticut, points out that as a rvadiologist he i1s called upon from time to

time to find a foreign body which a child has ingested or inhaled, and that

he wonders, in the case of plastics, whether it would be possible to im-

pregnate an object with barium;, which is readily detected on an x-ray.

Essentially, Mr. Heckman asked for general guidance at the day's session as
to how he might answer this inquiry.

Several opinilons were offered, such as the fact rhat a study would have to

be made as to how much barium can safely be added to the various molding com-
pounds ae they relate to compatibility for ome thing, and how such compounding
would affect properties such as impact., It was suggested during the dis-
cussion that if the designation "barium compound" could be avoided, thus
allowing for other materials of this nature to be used, it might be desirable
and that care must be taken to assure that the system is not construed as a
diagnostic drug.

It was revealed at the day's meeting that the barium compounds have been intro-
duced effectively in polystyrene.
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By way of summary, Mr. Heckman said that it would appear that introducing a
barium system into plastics does not pose a major problem but, on the other
hand, it is not without its problems which would have to be investigated and
considered in the context of specific applications. On the other hand, Mr.
Heckman noted that this whole matter is also being takep up with the toy
manufacturers by FDA in order to resolve any problems which might exist.

Luring a discussion of the PCB problem, it was noted that in the March 13
edition of Food Chemical News there was an article on the polychlorinated
biphenyls.

Speaking on the subject of updated methodology to provide PCB-free "certificates"
to customers, Mr. Heckman pointed out that W. B. Papageorge of Monsanto has
supplied such a method to many inquirers. The question arose at the day's
meeting, however, as to whether Mr., Papageorge has updated his procedure since
last summer, or whether it is otherwise adequate for plastics. Dan Dixler,
Keller and Heckman, said that his information is recent and that apparently
Mr. Papageorge's test method does mot include recent wpdating but, on the
other hand, he was not too certain of this.

The question then arose as to whether the Committee should organize a task
force to either develop procedures or at least determine whether more specific
procedures are actually needed at this time. For instance, it was opined

that the paper people, more involved apparently with this problem, may be
developing all of the type methodology that is needed, thus making it un-

necessary for the SPI Committee to get involved at all. Also brought out was
the fact that there is in ASTM a Committee known as F-2 dealing with flexible
zitzrials that has considered this matter to some extent. Finally 1t was
dacided that Mr. Miller would assign this whole problem to the Technical In-
fornation Subcommittee for full investigation and, if necessary, test method
development.

At this point, Mr. Norm Bornmstein, W. R. Grace & Company, volunteered to work
on the project, and Mr. Westveer, Chairman of the Technical Informatiom Sub-
comuittee, asked that others advise him should they care to help on the PCB
matter. Watt Ackart also noted that & Union Carbide paper on the subject
would appear in the March issue of Modern Packaging Magazine.

At the end of hie discussion, Mr. Heckman dealt at some length with devices
legislation, and, in this connection, asked the Committee whether it wished to
take a position on the FDA sponsored bill on devices, (see Mr. Heckman's
attached report) in view of the fact that there may soon be a time when the
preparation of testimony is called for either for the legislation, against it,
for it in part, against it in part, etc.

On a wore specific point, Mr. Heckman said that, as his report indicates, he
would like to have the Committee's instructions about the invitation received
from the Food and Drug Administration to supply it with information about an
SPI Subcommittee which can be called upon to work with the Division of Standards
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of the Office of Medical Devices with a view towards development of future
device standards, where needed. Mr., Heckman felt that a permanent Sub-
committee on "medical devices" is quite in order at this time.

Taylor Hanavan, E. I. duPont de Nemours & Co., Inc. moved that the Chairman
appoint and organize a standing Subcommittee on Devices. The motion was
seconded and carried unanimously,

Chairman Miller then appointed George Richter, Rohm & Haas Company as Chairman,
and the following individuals volunteered to serve on the Subcommittee:

Philip J. Vanderhorst, E. I. duPont de Nemours & Co., Inc. (Film Department);
Ernest M. Lixon, Celanese Corporation; E. J. Vandermark, Northern Petrochemical
Company; Peter Morison, Eastman Chemical Products; Leo Ziemlak, Foster-Grant;

and, finally, Daniel $. Dixler, Keller and Heckman, who will serve as Subcommittee
Secretary.

Reports on Liaison with Other Organizations

Mr. Miller then called for the regular reports on activities of other organiza-
tions relating to the interests of the Committee.

Pharmaceutical Manufacturers'Association
and U, 5. Pharmacopeia——Drug
Packaging Materials Subcommittee

W. B. Ackart, Union Carbide Corporation gave the following report:

"The June 3, 1971 report of this Subcommittee included the
detajils of its expanded sphere of iInterest, name change, and person-
nel changes which have taken place. We also reported at that time
that our report on 'Methodology for Testing Polyolefin Containers
for Tablets, Capsules, Oral Powders, and Granules' had been accepted
by the Quality Control section of the Pharmaceutical Manufacturers
Association who in turn had submitted it to the U. S. Pharmacopeia
for publication. Some uncertainty regarding which draft had reached
the PMA was satisfactorily resolved through a meeting with the
appropriate PMA people.

"Last November, we were contacted by Dr. Jules Pinsky, a charter
member of this Subcommittee who is now associated with The Mearl
Corporation. Dr. Pinsky told us that the draft of the Methodology
had come from Mr. John Ruggiero of the PMA staff to Mr. George
Schneller, Chairman of the U. S. Pharmacopeia Advisory Panel on
Containers and Packaging who in turn referred it to Jules as chair-
man of their Task Group on Plastic Containers.

"Dr. Pingky suggested some modifications in the procedure
which were circulated to this Committee and shortly thereafter a
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telephone conference call was arranged between Dr. Pinsky and three
of us ar which agreement was reached regarding the changes. These
included (1) the complete removal of the biological test, (2) a
narroving of the density limits from 0.020 g per cc to 0.005 g per
cc where one polyolefin resin may be subastituted for another in a
packaging situation, and (3) a change in the form of the formula
for water vapor permeability.

"Dr, Pinsky has circulated the revised method to members of
his task force and has received no adverse commentz. The parent
Advisory Panel was also circulated and Dr. Pinsky feels that the
Methodology can be cleared for publication this year. When this
is accomplished, it is our intent to approach Food and Drug to seek
changes in their regulations to permit the interchangeability in
dry drug packaging of 2 polyolefin resin with any other manufacturer's
generic counterpart where the basic specifications are the same as
determined by the published methodology."”

In closing his report, Mr. Ackart said that he had just received some proposed
definitions and procedures for a forthcoming edition of the U. S. Pharmacopeia.
He said that he would circulate this information to members of his task force.

Manufacturers' Chemists Association

Taylor W. Hanavan, E. I. duPont de Nemours & Co., Inc., reporting ou MCA's Food,
Drug znd Cosmetics Chemical Committee activities, first advised that he con-
siders it one major achievement of the MCA group that George W. Ingle, Monsanto
Company, was elected Vice Chairman so that he will soon be the incoming
Chairman.

Mr. Hanavan next reported that Dr. Dodgen of National Academy of Sciences,
who is working on the FDA GRAS survey and Food Chemicals Codex, has recently
been sitting in on discussions with the MCA Committee so that the GRAS survey
form now being circulated embodies the MCA suggestions and comments. Con-
tinuing, Mr. Hanavan noted that the MCA Committee had provided testimony on
the Toxic Substances Control Act of 1971; and has issued 40,000 copies of a
new booklet entitled "Food Additives—What they Are and How They are Used."
In conclusion, Mr. Hanavan made wmention of the recent meeting of the Soclety
of Toxicology and the symposium on mutagenicity studies since this has been
the subject of FDA-MCA controversy, just as such work was viewed critically at
the Toxicologists' meeting the previous week.

Can Manufacturers' Institute

Charles J. Spiegel, Continental Can Company, Inc. indicated there was nothing
new to report in this area.
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SPI Market Development Committee of
The Plastic Bottle Division

Matthew E. Smith, Owens-Illinoils, presented the following report:

, "I wish to point out to some of you that the Food and Drug
Bottling Committee of the Plastic Bottle Division is now called
the Market Development Committee of the Plastic Bottle Division,
Thie change in name was made to reflect more closely the objectives
and plans of our Committee,.

"As previously mentioned, members of the Bottle group worked
closely with Jerry to help prepare SPI's report to ATFD which they
used very favorably in writing their initial Enviroomental Impact
Statement. For obvious reasons, we are following this very closely.

"At our last meeting on February 29 in New York, we discussed
the possibility of holding another seminar late in '72 or early in
'73. The details are not finalized as yet."

American Paper Institute

Chairman Miller called upon Paul Cundy, American Can Company to report on activities
of the American Paper Institute knowing of the concern which the APl has presently

as regards the PCB problem. q

Dr. Cundy reported that API has sponsored research work now being conducted at
Hazelton Laboratories to define the scope and significance of the "PCB in paper"
problem. The research attempts to answer two questions: an analysis of a

broad spectrum of paper, paperboard, and pulp to determine how much PCB may
actually be found in such products; and migration tests using paper packaging
material with known added quantities of PCB to determine exactly how much PCB
could be expected to migrate into foods from paper which contained FCB. 1In
connection with this latter investigation, three different barrier materials

are also being evaluated. These are polyethylene, saran coated paper and
glassine,

Although the study is not yet completed, Dr. Cundy reported, the 30 day results
show that migration even from heavily "spiked" paper is considerably less than
was originally believed to be true. When the study is completed, the API hopes
that the results will provide firm scientific background to justify limiting

the PCRB content in food rather than in containers or other packaging materials.

Report of Technical Information Subcommittee

Chairman Miller called upon Willard M. Westveer, The Dow Chemical Company and
Chairman of the Technical Information Subcommittee to make his usual report.
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In the first place, Mr. Westveer referred to the PCB problem, indicating his
Subcommittee would undertake a study of this matter; attempt to determine

the relevance and extent of what other groups are doing; gather all of this
information; and then make a recommendation on how the Technical Informationm
Subcommittee should proceed. He therefore urged that all present send him any
information they have on these watters.

Mr. Wesetveer then turned the Committee's attention to a listing of recently
promulgated food additive regulations, and related regulatory actions. In so
doing, he highlighted some of the items in the listing which he felt should
“be brought to the Committee's attention.

[Please note, attached hereto as an exhibit, dated March 13, 1972, is the
regular listing of "Recently Issued Food Additive Regulations"].

Report of Lawyers' Advisory Committee

On behalf of M. C. Stone, Chairman of the Lawyers' Advisory Subcommittee, Jack
L. Lawing of that company presented a detailed report. [Please note: This
report dated March 15, 1972 is attached as an exhibit)

In concluding his report, Mr. Lawing asked those present to join him in wishing
Charlie Stone a quick recovery.

At this point, before the subject of new business was introduced, the matter
of the Toxic Substances Act was discussed, William Allen, American Cyanimid
Comnany noted that the Toxic Substances Control Act could be a "Frankenstein
wonster” although it is generally understood that passage of the legislation
in this Session of Congress 1s unlikely. During the subsequent discussion, it
was noted that some customers are asking for impossible guarantees and infor-
wation about the more than 12,000 gubstances on the first Government list of
toxic substances but this is because of erroneous impressions of Occupational
Safety and Health Act responsibilities, not because the Toxic Substances Act
kas been passed.

New Buginess

Under the subject New Buginess, Karl Hochschwender, incoming General Chairman
of the Committee, cited two items which he felt would be of interest. One
deals with those importing products subject to FDA procedures and regulationms.
He noted special briefings on this subject are being held in view of the fact
that, evidently, FDA is stepping up its inspection program and there is to be
more careful screening of certain products under its jurisdiction as they come
across the USA borders. Dr. Hochschwender indicated he would be attending one
of the briefings to be held on March 16 and would be glad to give a report on
the same to the Committee at its next meeting, or perhaps by means of a
written report which could be circulated sooner.
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Secondly, Dr. Hochschwender said that the U. S. Tariff Commission )
is investigating on behalf of the Senate Finance Committee non-tariff barriers
and that originally the deadline for comments was March 16 but that he has
learred that the Tariff Commission has extended this deadline date to April
11. Essentially, the Tariff Commission is looking for information from those
who have encountered difficulties in this area so anyone with such information
should consider supplying it to the Tariff Commission which will treat it
confidentially. The type restrictions referred to by Dr. Hochschwender are
thoge guch as unreasonable food additive regulations and similar official
policies of foreign governments that hinder the international exchange of
goods.

William Allen, American Cynamid Company, again brought up the subject of the
Occupational Safety and Health Administration and the Act that it administers
indicating that his company is beginning to be deluged with requests for infor-
mation from customers for labeling information, especially on how much is

used of a substance that is "so-called 'toxic'". Mr. Heckman acquainted the
Committee with the fact that SPI is strongly involved in this whole matter of
OSHA through its Safety and Loss Prevention Committee headed up by a staff man,
Jerry Carroll, at the SPI office in New York. Mr. Carroll and hie Committee
are beginning to issue regular bulletins outlining the impact of OSHA on the
plastics industry and most certainly Mr. Carroll or Mr. Shaye (in Mr. Heckman's
office) would be receptive to hearing from anyone encountering problems of

a4 nature where gome assistance or clarification can be given,

Next Meeting .)
Mr, Miller announced that the time and site of the next overall meeting of the
Commiztee will be left up to the Steering Committee and the new officers, as

is customary.

“he.e being no further business, the meeting was adjourned at 2:45 p.m.

Respectfully submitted,

Charles L, Condit, Secretary




APPENDIX A

. SEMINAR

Migration of Additives from Plastics
and their Determination in Fat Simulants

Unilever Forschungsgeselischaft mbH, Hamburg, 15 planning a seminar on

Methods for the simulation of the migration
of additives from plostics packaging material
into fatty foodstuffs ond for the quantitative
determination of the migrated additives

o be held in September 1972,

The meeting will offer the opportunity of exchanging experience for those who are
inferested in migration. In addition, the discussion on a possible standardisation of the
simuation conditions on international level shall be supported by lectures.

ruherto, the following lectures have been considered:

On the determination of the tote! migrote in @
synthetic triglyceride fat simulant

Experimenls leading to a possible standardisation
ot the simulation of additive migration from plastics
into fat

Methods for the quantitative determination of
plastics additives in the fat simulant HB 307
{synthetic triglyceride mixiure)

In‘erested persons are requested to announce lectures until April 1st, 1972 or to inform
Unilever Forschungsgeselischaft mbH of their possible participation.

. Hamburg, 13th January, 1972
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UNTFED STATES DEPARTITUNT OF ACRTCULTURE MPL NOTJCE &Y

Conzumer apg tiarleting Scervice .
‘Heat and Poultry Jnspection Progran Page 16 - Appendix B

Unshiongton, D.C, 20250

INFGUIATION FOR:  All MPY Ferseanel, Ouners and Operators of
. : Official Fstablishmznts, and State Officials

.

Jmplementation of Seetion 302.3 in the
Manuval of Meat IL_I ction and Section | 8 .95
(b) and (c) in thc Poultry Inspectors ' Hangbonl:

The above cections have been revritien to cover additienal nonmeat and
nonpoultry prodects and to require preceriiflication or FDA guarantecs,

v

Becavse of the delay in issvoance of the imstruction, mrny -~uspliers are
vowsve of their responsibil tics. Therefore, delay iy lcue.zing the
new voquirenents containad hese scctions uvntil Zprilt », 1972,
/"' /') /’/
f) // /A b 4
o, - e L
- W‘Cy[ L /7
Fr o T, Fu]ﬁo.*on, Director (,.‘
Fivld Operarions Division
. DISTRTEGTION:  02073,02093,E811-16, Deconbor 23, 1977

ES16-1,517
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UNITED STATES DEPARIMENT OF AGRICULTURE MPI HOYVICE-60 )
Sonsuner oand MHarwketing Service Page 17 - Appendix B

Jeat and Poulcry Inmspection Prograw

Yashington, D, C. 20250 -

INFOPMATION FOR:  Inspectors, Meat and Poultry Inspection Program
. Owners and Operators of Official Establishments

L

Nonneat Food Jngredient Acceptence
into Federally Inspected Plants

»

After January 1, 1972, all deliveries of nonmeat food ingredients (with the |
exception of 2 few crystalline products) must be precertified or accompanied

by a Food and Drug Adnministration guarantee. Inspectors and orficial establ-
ishroats shall note the options available for each item. These aie listed

in Scction 302.3 of the Manual of Meat Inspection Procedures, and in Secction

81.95 of the Poultry Inspcctors’ Handbook.

FDA guatentees. m2y be placed on the invoice or on the bill or !-?2ing

acconpanying the shipment., "S$irce nroduct receivad uhder gu-- - -2 may not

urovsed until the guarantee j: = :ived by the jiant, it i+ -.. ,»sted that

the packer request it be placc .o the bill of lading. Inicice:s may not be

received for several weeks. | )

luspectors are to verify that plsuns adhere to the noted requirements. If

FDA guarantees are used, the inspector shall randomly pick several lots of

i comiry items, and shall request the plant to show the FDA guarantee for
zich. Inspectors will ask for verification of this requirement approximately
s.¢, 2 weeks on 10 té 20 ranacn’ - :2lected lots. The Manu-i of Meat

=p ction Procedures and Poul: nspectors' Handbook will le revised to
zflect this, %
Should the plént be unable to produce an FDA guarantee, subsequent lots
of all nouricat food items will be retained until the plant demonstrates
compliance. The monitoring prozram is to be resumed when the inspector is
satisfied that the plant is coumnlying with requirements.

4. BRI |
- . ,(;,’ M// 1—-—....._,__-:_*
t

T 3@9 \Fuilerton
Dir i

.Field Operations Division

VISIR1BUTION:  02013,02039 . December 15, 1671
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) YART 302 - SCOPE OF INSPECTION

Page 18 - Appendix B
ko302.1 Ju order for an official establishnment to be eligible Lo continue to

oparate under inspection, it must prepave meat or meat products
of the following categories:

.

in at least onc

’
L ]

A, For Government agené&es.

x . '
B. For shipment to another official establishment.
C.. For shipment in interstate ‘or foreign commerce.

.

} .
1f 2n official establishment fails to meet this requirement, it shall be

reported by the circuit supervisor to the aveca supervisor for recommended
withdraval of Federal inspection.-*

302,2 The ¢ircuit supervisor may permit the slaughter of food animals such
as buffalo, reindeer, and elk, provided facilities are adequate and the handling
of these animals does not represcent a hazard to the meat oroducts normally

_produced. .

.

\

\ *

Ficld-dressed geme znimals may be custom processed by official establishments
in the same room where mesnt products axe bandled, .provided identity of all the
products is strictly maintained to prevent commingling of the inspected and
uninspacted products and ne ntsances ave ceated to hic oo Irspaction, ‘

The mcat from such animal-. . mot be used as an frare. _e... in & meat food
product becsuse it is not incpucted for wholesomoness. Official establishmon!
may prepare custom products cunsisting of game meat (buffalo, ‘reindeer, elk,a
deer? cowbined with pork, beel, or lamb, but only for the owners of the gare
aninnls. They are not to be inspected, nor can they Le sold,

Tresc custom prepared products rnust be completely identified and handled
s-~parately to preclude jrni-rnincling of ins.ccted and u.inspected products. Ay
exception it made in the <+ ¢ o1 buffalo and reindeer slaughtered under the
reinbursable program in aco.rdance with Part 340 of the regulations. Such
products may bear the marks of Federal inspaction and may be used in federally
inspected establishuents as ingredients of products prepered under inspection.
¥
302 Acceptance and rnspection of ccrta:n nonmeat food  items entering
o[fxcxal establishments.

A. Poultry products and eng products, other than shell egps, intended
for use as ingredients of meat food products are acceptable when identifjed as
having been inspected for wholesowencss by the U.S5. DPepartment of'ﬁnriculLurc
and when found to be sound and otherwise acceptable wien prescnted as an
ingredient. Such products must be rec;ivcd carrying either the maxks of
wholesoncness or other proper certification by the Dcpartmant. This would .
apply not only to products used in the preparation of nvat food products, but
also to those used in federzlly inspected cstablishments to prepare ndnmeat
food items which would subsequently be uscd in an inepected meat food product. -

10-30-71 (Change 62) 2
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%.The inspection mark which is. permitted to be used shall be containad within the
~outline of a shield and with the wording and design a&s sct forth below. _)

o

——— g i
m“‘g:L()UH AULSTATA)

'qﬁzf”/ﬂ\:bM'ffst\
URSRD] [‘_4/
INSPECYED

EGE PRORYCTS
PLANT 42
e

T e,

iy -,
fk‘:;-.: .;_-'; et __../'A'

- hi‘:J_.E:,L?; Y /P
ANSPECTED ?
EGG PRODUCTS |
PPOCCS%EDUPDER
SUPERVISION OF USD
LICENSEDINSPECTOR .

PLANT 42
RN

Fig. 1 Fig. 2

The- plant number m&y either be printed within the shield as shown or applied
elscvhere on the container.

Wben prescure sensitive labelc "naring only i%:¢ shield a2i1c - 7, the plant
number must be printed withe - 1 . shield.

The acceptability of shell ¢« : will be determined by the establishment at the .
time of use and shall be acconpenied by anFDA guaranty frow the supplier. (See ‘
E2 beclow.) Also, the fact that poultry products have beeca inspected for viole-
Somcucss wuen produced does not relieve the meat inspector of the responsibilit:

of reinspecting these products to determine they arc acceptable when used in
cetablishments under his supervision,

B. Dry milk items int- . for meat food products shall be produced in
a plant approved by the Departmeri. Dry milk items include dry whole milk and
dried whey. Fach establishment will be supplied two copiecs of "Dairy Plants
Surveycd and Approved for United States Department of Agriculture Grading
Inspection Program.' 1t will be an establishment responeibility to assure com-
pliance with these requirements. The inspector should occasionally chieck the
establishnent records to assurc proper source of these materials.-*

Couwpliance is indicated when one of the following requirements is met:

1. The name of the producer of the pzoduct ic on the p1cknoc and
thc producer is on the approved lis

2. A distributor providcs a certificate from the Inspection and
srading Branch, Daiiy Division, CiMS, identifjed with the code on each container.’
Such certificates arc issued only when ft is known the product originated from
an approved plant. After inspection, approximately one weeck delay in shipucot
vill be required since certificates are issued only after laboratory results are
received.,  Additional certificates for inspacted lots would bz avajlable from

the Dairy Division. .

10-30-71 (Chenge €2) 2a
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In Vien of the coatificate, C&MS divspectors at veceiving establishwents will

recognine any of the follcwing marks of inspection.,, |

PR N N
£\ U S DA,
) LOT KUNBER

!

2 L N

U. S. D, Al
LOT NUMBER

\\

]
. 2 1766 \ 5 1768 !
- 1 J
|
OFFICIALLY - )
. & leprC'}w OH—:ﬁi{\LLY ;
\\M e SI‘"\ r _ED ”"

Upon request, the Inspection and Grading Branch, Dairy Division, will stamp
each container produced at an approved plant. There will be a charge for botth
certification and marking unless the inspection §s performed at an’approved
_plant with a resident dajry inspector. These provicions have been made for
distyibuiors who, for marketi. - reazong, de not wish t~ id- . _ify producing
plants to the receiving establicihme

3. The eode number on each package is on the approved list. Tk
first two dipits will refer to the Stdaté and wilT P& fdllotied by digits
reforiing to the approved plant.

*-oduct that s purchased in bulk from an approved plant and then packaged in
noripnroved plant may not be recejved into an official cstablishment without
certification as outlinadin B2, ~

c. Sodium cateinate, aatters, gravy mixes, flour, breadings, preminc.
noadlen, macaroni and similar poultry, egg or dried milk products are not
sulijeer to the above requircments, Shﬂgpnnti must be accompanied by an FbA
poaYanty (Son F2 belou)d. Thg program inspactor Wil sample incoming “sliipment s

of Lhaoy xlxsms:

1. When he suspects insect or microbiological contamination; or

2. VWhen divected by the regional director in accordance with
provirions of 318.70(1) of the Manual.

| . »
D. Faclh shipment of pizza pie crust or dough, nmasa, tortillas and
similor bakery itews used in preparing meat food products in official

'

ertablichients must be accompanied by an FDA guavanty from the supplier (sce I

bolaw), o1 be prepared either in an:
1. Official esLablishment;

2. Approved plant under continuous supervision of any agency of
the Uuited States Pepartment of Agricultuare; er+%

10-30- 71 (Chaupe 67) 2b
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T *-3, Approved mamufaucturer's plant oper rating under limited supol - .

s wr ek S J T [ '

vision of a prograwm inspectoy.

To get approval, a manufacturer (Item 3) shall make applicalion to the circuit
supervisor in his area,

[N

L)

The circuit suporvisor shall: -

a. Arrange for jmitial survey by an inspector in respect to

sanitation, good hybionlc pxactxrcs, rav materials, formulation,
and facllltles

’

b. Forward a report of the survey and a recommended action fo
the regional director.

c. Arrangc for routinc, unannounced inspections to assure
compliance in the manufacturer's establishment after it has
been approved.

. d.* Recommend removal from the approved li.r when routine

\ inspactions Indicate serious deficiencies in the manufacturer's
oparations,

The regional dircctor chall notify the Standards ard Services
Division to place the establishment on the ssnraved list.

Standards and Services i:ivision shall:

a. Maintain a list of all approved sources of supply which }
will be ineluded 'in the Working Reference.

b. Institute revisions reflecting any change in the status of
an establishment as reported by the regional director.

The approved plants shall:

a. Maintain thesr premises and production in accordance with
good commercial practices at all times.

b. Allow freec access to meat and poultry inspectors.

¢. Properly mark all containers bearing approved product
including the producecr's name and addrcss.

¥. Each shipanent of spices mvst originate from a supplier appcaring
en the list of certified spice supplicts in the Working Reference, or be
accowpsnicd by an FDA guaranty (see 2 below).
1. To be certificd, spice suppliers must submit their quality
control proccdures on unground spices (except paprika which is on the ground
spice) to the Standards and Scrvices Division for review. These procedures-¥

10-30-71 (Chaugze ¢9) 2c . .
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. kanust include sampling rates, methods of analyses,and acceptable quality Jovels
for various types of foreign material (whieh must meetr YDA standards ).  LoLs
failing to weet these levels must be recleaned and retested or so warked as to
preclude entering an offieial establislucent as an acceprable lot. All Jots of
spices f{rom certified plants wust bear unigue code marks or brand namas, and
resulis of analyres on these lots must be available to the Meat and Poultry
Inspretion Program. Packaging wust b2 suificient to prcvcnt insect infesta-
tion and roden: contawination. The ? 0T will periodically request samples of
unground and ground spices from these cooperating spice suppliers, This is
recessary to esteblish the relationship between fragment counts in these tuo
forms of spices. 7This will require rotention of samples by suppliers frow 11
lots for a period of scveral months after cleaning and grinding,

B e
e e i e

2. Alternatively, an FDA guaranty may accomnaqy each shipment. e .
ihis guaranty {¢§ Teférdmecd in Section 303(c)(2) or (3) of the Food, Drug, -
and Cosmetic Act. The definition end sugsested forms of such guaranty are y£¥

contained in Title 21, Chapter 1, Secticon 1.7 of Zrn. O~ zcceptable forwm is ~

as followus; %ﬁ
. I 3

. "(name and address of supplier) hereby guvarantees the accompanying
t shipmant, as of the date of shipment, to be not adulterated or - %
micbranded within the meaning of tho Federal ¥sod, Drug, and '

Cosmetic Act.

(Signature of person with responsible
. position in the supplying firm)"

[N
————

These products will be sampled by the program inspector:

a. When, because of shipping or handling conditions, hc
suspects insect or microbiological contawination.

b. When requested by the regional director under provisions
of the random sarpling program outlined in 318.70(1) of the
Manual. Produvct received with ¥DA guarantees shall be
sampled more frequently than product frow certified suppliers,

¢. When requested by the regional dLrector to sample product
from certain certified suppliers.
el
F. Incoming shipments of other nonreat food items such as collagen
casings, sugar, S?]t and simiTer crystelline chénicals need not” be _acconpanied

hy W FDA guaranty. The MPI inspector will sample these shiipments when he
suspects poesible insect or mlcroblolo ]CPI contanination.

G. Dricd, frozen, camned, or ctherwice processed vegetable or fruit
ingredients must be in good condition and be practically free from exirzncous
or foreign material. The establishoont may obtain either a certificote of
conditinn frowm another Governmant agency or an FDA gusranty (see E2 above) for
each shipuwant as documentatien for this requirement., The necessary facilities,
howcver, should be maintained so that the ingredients wmay be inspected to

. detect chanzes or infestation dus to inpropzy handling or slorage. =¥

16-30-71 (Chanon €2) 3
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*-th. Fresh vegcetables and fruits shall be examined for cleanliness and

* forcign material., Establishments that prepare these products themselves ave

required to maintaiu the nccessary facilities in a sanitary manner and provide }
adequate sorting and cleaning.

1. Animal Casings. Finished casings prepared at unofficial establish-
ments may be received into official establishments and uséd as containnrs of
meat feod products provided they present no objectionable.condition and are
accompanied by an FDA guarenty. (Section E2 above.)-*

302.4 Fach inspector is charged with responsibility to notify his officla®
supcrior regarding operations affecting inspection in thie establishment or
parts of the establishment to which he is assigned.

o e e et e e _ L
302.5 T T
302.5

A, EXTENT OF PROCESSED FOOD INSPECTION SUPERVISION

This part defines the level of inspection coverage required for various
_ptecessing ectivities in official establishments. All processing operations
.require inspection. The Standards and Services Division will determine the

degroe of coverape a processing activity requires, 7The establishment will
continue to have the responsibility of informing our irspection personnel in
advance wlica and what processing Betivities will occur as weli as the volune
and approximate production hours. It will be recognized that inspection
suparvision can be defined as:

1. Minimal Supervision - coverage calling for unannounced visits )
to official establishment(s) and/or departments during the designated pro-
duction activity. One thorough surveillence approximately every 2 wocks should
be made for each activity so designated.

2. Limited Supervision - coverage calling for unannounced visits
to official establishments and/or departments during the cesignated producticr
activity. This nzy also include broad coverage of many establicshments by one
inspector in large metropolitan areas. Twice a week surveillarce should be
sufficient to assure compliance for each activity so designated.-

3. Norwal Supervision - coverage called for by opcrations that may
be conducted only vhen an inspector is on duty. The Iinspector's assignment may
include a department of a large establishment, or one or more establishments.

Miniral and limited supervisjon will normally be pcrforméd by the jnspector
cusijgned. Periodically, howcver, supervisors nay wish to perform ““odd hour
i~speetions in addition to minimal and/or limited suparvision.

:he intensity of inepection for activites requiring minimal or limited super~
vicion wruld be consistent with the inspazetional coverage given similar opera-
tions on a normal basic assignmont,

Minimal and limited COV?V"ﬂe should be designed to-assure that the peamitted

proccssing opcrations are being conducted in accordance with all existing
lebu)ak1on_, standards, 2nd instructions. No guidelines other than Izuqtency

10-30-71 (Change €2) 3a
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March 6, 1972

Mr. Jerome Heckman
Keller and Heckman

1712 N Street, N. W.
Washington, D. C. 20036

Dear Mr. Heckman:

Per our tclephone comvursation today, I am sending

you, for comment, the letter from the Hartford
Radiology Group to Commissioner Barbara B. Dunn,
Department of Consumer Protection, State of Comnecticut,
and her letter to Mac Jensen, Bureau of Product Safety,
Food and Drug Administration. Any help you can give us
will be greatly appreclated.

Sincerely yours,

Lo de—

oward I. Weinstein, M.D.

Associate Director for
Medical Review

Bureau of Product Safety

Enclosures

AST 00000998
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20CRUEF, M D, HARTFORD RADIOLOGY GROUP ROBERT F. KILEY, 1. D
JANZIN., M D MEDICAL BUILDING, SUITE 301 DONALD R WIECHE, 1. D
WSS, M D 85 JeMersan Strect WILLIAM P, SLOVER, M. D,
ARTTH, MDD, Marttord, Connccticut 06106 FRED M. 2ITEP. L1 D
IAKER, M D Telephone 246-5401 WILLIAM A, LYHCH, M D

Februaryvr 22, 1972

Mrs, Barbara Dunn
Consumer Protection
165 Capitol Avenue
Hartford, Connecticut

Dear Mrs., Dunn:

Occasionally I, as a radiologist, am called upon to help find a
foreign body which a child, or rarely an adult, has ingested or inhaled. .
Many times this is & coin or bone which has been swallowed but all
toc :reg iently a child has swallowed a toy or piece of a toy. Unfortu-
nately, the toy is usually made of plastic or wood and in this instance
th2 foicign body is not detectable on an X-ray.

ir would be helpful to us, and advantageous to the patient, if the
p 33tic could be impregnated with barium which is readily dotected on
ar. /-ray. This principle is currently used with the I.U.D. If all plas-
tic toys were so made, then I believe we could be moic definitive in our
evaiuation of the X-rays and this could probably reduce the need for
some brenchoscopies or esophagoscopies, If this is possible, the
overall rizk and cost to the patient can probably be readuced also.

Sincerely,

Ul £ Ht o

William P. Slover, M. D.
W PS/j

ASI 00000999
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WILBON
-tminslane

State of Eovuertinnt

DEPARTMENT OF CONSUMER SROVECTION
STATE OFPMIR BUILBNG
HARTPARR, SOMNACTIEVY 48448

Februasy 24, 1972

Mr. Malcolm Jensen

Dir. Rroduct Safety FDA
5600 Fichers Lane
Rockville, Maryland 20852

Dear Mr. Jensen:

I s enclasine a copy of a letter £, mn & doctor in [Iartiord.
Wauld you pleass invostigate » sujpastion he has mad. of
imprognating plastic with bariun: so that substances todged

X the body may be detected by X.-ray. '

- 'Ya would cartainly appreciate any u-nmoduta resction you
mey have 3s waell a8 baing kapt, lbunt of any studies you
wiight mlu "

Btnccrcly.

’,)7 /L(,/g ﬂ“w

Barbara B. Daan
Commluiunqr

R C - ~\J~~, "L‘°5
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APPENDIX C

REPORT OF TECHNICAL INFORMATION SUBCOMMITTEE

SPI FOOD PACKAGING MATERIALS COMMITTEE

March 13, 1972

Recently Issued Food Additive Regulations

The following final new food additive regulations

and amended regulations deemed of interest to the SPI

Food Packaging Materials Committee have been published in

the Federal Register since our last meeting:

TYPE &
SECTION REFERENCE

PETITIONER

SUBJECT

Amended F.R. 36(109)
121.2514  Page 10983
(b) 6-5-71
(Proposed)

Amended F.R.36(109)
121.2615 Page 10947
6-5-71

E. I. du Pont
de Nemours
& Co.

Hercules,
Inc.

Proposal for amendment
by revising the item
"Silicones (not less
than 300 * % %" in
subdivision (XXV);

By adding to subdivision
(XXV) a new item "Sili-
cones (not less than 100
* & % M. By revising
subdivision (XXVIII).

Amended to provide for
the safe use of hydro-
genated a-methylstyrere-~
vinyl-toluene copolymer
resins as a component
of polyolefin film in-
tended for food-contact

use.

ASI 00001002




TYPE &
SECTION

REFERENCE

Page 2

PETITIONER

Appendix ¢

SUBJECT

Amended
121,2511

Amended
121.1,
121.3

Notice
OSHA
1970

F.R.36(118)
Page 11724
6-18-71

F.R.36(123)
Page 12093
6-25-71

F.R.36(142)

Page 13699
7-23-71

Monsante Co.

Commissioner
of Food and
Drugs

Administrator,
Health Svcs.
and Mental
Health Admin-
istration.

Amended to provide for
the safe use of 1,3-
butylene glycol-adipic
acid polyester as a
plasticizer in poly-
vinyl chloride homo-
polymers used in the
manufacture of food-
contact articles,

Amended by revising
paragraph (i) and
adding a new paragraph,
(k), Definitions and
Interpretations to
121.1; Amended by re-
vising 121.3, Eligi-
bility for classifica-
tion as generally
recognized as safe
(GRAS) .

Notice that the Toxic
Substances List, con-
sisting of approximatelwv
12,000 substances, has
been compiled and is
available for inspection
at the National Institut
for Occupational Safety
and Health . . . copies
will be available after
July 31 from the Govern-
ment Printing Office.

ASIT 00001004
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TYPE &
SECTION REFERENCE PETITICNER SUBJECT
Amended F.R.36(145) American Amended to provide for
121.2526 Page 13919 Cyanamid Co. the safe use of poly(
7-28-71 (methylimino) (2~hydroxy-
trimethylene) hydro-
chloride) as a retention
aid in the manufacture
of paper and paperboard
for use in contact with
aqueous and fatty foods,
Amended F.R.36(150) Sun Chemical Amended to provide for
121.2526 Page 14312 Corp. the safe use of Bis
8-4-71 (methoxymethyl) tetrakis
( (octadecyloxy)-methyl)
melamine resins as a
water repellent,
Amended F.R.36(155) Vistro Amended to revise the
121.2614  Page 14729 Corp. specifications and
8-11-71 extractives limitations
for the nitrile rubber
modified acrylonitrile-~
methyl acrylate copolymers
. permitted as components
of articles intended for
food-contact use,
Amended F.R.36(161) Geigy Amended to provide for
121.2566 Page 16065 Chemical the safe use of 2-(3'-
8-19-71 Corp. tert-butyl-2'-hydroxy~5'-

as1 00001005

methylphenyl)-5-chloro-
benzotriazole as an anti=-
oxidant and/or stabilizer
in the manufacture of
olefin polymers for food-
contact use.
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]
TYPE &
SECTION REFERENCE PETITIONER SUBJECT
Amended F.R.36(166) Toilet Goods Amended by revising
8.1 and Page 16902 Asgociation, 8.1, Definitions and
8.35 8-26-71 et al interpretations,
color additive, and
8.35 Criteria for
evaluating the safety
of color additives.
Amended F.R.36(188) Whitmoyer Amended to provide for
121.2547 Page 19077 Laboratories, the safe use of sani-
9-28-71 Inc. tizing solutions.
Amended F.R.36(188) Ciba-Geigy Amended to revise the
121.2566 Page 19078 Corp. limitations, on octa~
9-28-71 decyl 3,5-di-tert-
butyl-4-hydroxyhydro-
cinnamate as to its
use in olefin polymers
that contact fatty foods.
Statement F.R.36(188) Food and Drug Decision to use a parti-
of Policy Page 19089 Administration cular GRAS (generally
9-28-71 recognized as safe), food
additive, or prior sanc-
tioned substance in a
food is a voluntary one.
Amended F.R.36(193) The Dow Amended to provide for
121,2520 Page 19363 Chemical the safe use of a chlori-
10-5-71 Company nated pyridine mixture

as a preservative for
food-packaging adhesives.

ASI 00001006
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TYPE & ‘

SECTION REFERENCE PETITIONER SUBJECT

Am¢ 1ded F.R.36(205) Scientific Amended to provide for

121.1238 Page 20430 Associates, the safe use of certain

10-22-71 Inc, synthetic fatty alcohols

in foed, in food-contact
articles, and in the
synthesis of food addi-
tives and other sub-
stances for use in food
and food contact articles.

Amended F.R,.36(205) Scientific Amended by adding to

121.2616 Page 20431 Associates, Subpart F the following

10-22-71 Inc, ) new section: Synthetic
fatty aicohols. Synthetic
fatty alcohols may be
safely used as components
of articles intended for q
use in contact with food,
and in synthesizing food
additives and other sub-
stances permitted for use
as compnients of articles
intended for use in con-
tact wirh food. The food
additive consists of
fatty alcohols meeting
the specifications and
definition prescribed in
121.1228.

121.101 F.R. 36(206) Commissioner The Commissioner of Food
Study of  Page 20546 of Food and and Drugs is conducting
10-23-71 Drugs a comprehensive study of
individual substances that
have been listed in 121,101

ASI 00001007
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TYPE &
SECT ION REFERENCE PETITIONER

Appendix C

SUrJECT

Amended F.R.36(218) Geigy
121.2566 Page 21588 Industrial
11-11-71 Chemicals

Amended F.R, 36(231) A. E. Staley
121.2520 Page 22827 Mfg. Co.
12-1-71

Ame nded F.R,36(234) Calgon
121.2526  Page 23202 Corp.
12-7-71

Amnended F.R.36(236) Union
121.2592  Page 23291 Camp
12-8-71 Corp.

Amended to prcvide for use
of octadecyl 3, 5-di-tert-
butyl-é-hydrovwvihydrocinna-
mate as z2n antioxidant and/
or stabilizer in poly-
styrene and/or rubber
modified polystyrene.

Amended to provide for the
safe use of starch, reacted
with a urea-formaldehyde
resin, ag a component of
food-paciaging adhesives.

Amended to provide for the

~safe use of diallyldiethyl-

ammonium chloride polymer
with acrylamide and dially.-
dimethylammonium chloride;
and partially hydrolyzed
diallyldiethylammonium
chloriie polymer with acryi-
amide ard diallyldimethyl-
ammonium chloride, as re-
tention aids in the manufac-
ture of paper and paper-
board in contact with
aquecus and fatty foods.

Amended to provide for the
safe us2 of glyceroul ester
of mileiz anhvdride-modi-
fied tal: oil rosin, having
an acid number of 30 to LU,
a drop softening point of
141°C. -~ 146°C., a color

of N or paler, and

a saponification number le=a
than 280. (XX) Glycerol

ASI 00001008
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TYPE &
SECTION REFERENCE PETITIONER SUBJECT

acsser of disproportion-
8’20 T2ll oil rosin
hivise an éndd nuader of
5 w3 10 a Foop-sdlitenir s
poilnt O wd =907 0 &
coioe ol Ay D ornorar, and
a 3&pnnivloslwon number
less then 1%),

Anended F.R,36(238) Allied Amended co provide that
8.244 Page 23552 Chemical lakes of FD&C Red No. 40
12-:C-71 Corporation are sate for use in food

and ¢r—ce, certification
iz v=2c.s2rv, and Notice
pubii- =4 July 9, 1971,
specification for the
permiscible amount of
arzeuic in the color )
additive is corrected tc
read, 'mot more than
3 parts cer millicen,"

Amended F.R,37(11) Grain Amer zu v provide fer
121.2506 Page 740 Processing an .. .rease ‘n the maxi-
1-18-72 Corp. mun ar unt ¢ . ammonium
persu.lsze reactant from
0.3 procaat to 0.6 percencs
whew Che starch is treatad
under alikaline conditions.

Amended F.R.37(20) Union Amended to provide for the
121.2526 Page 1466 Carbide safe uze of z2thylene-
1-29-72 Corp. acr-lic acid copolymers
as ~ ~.oponest of paper
an: oooocbosod intended
te «ominnt toed.

ASI 00001009
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REFERENCE

PETITIONER

Appendix C

SUBJECT

Amended
121.2617

Amended
121,252¢6

Amended
121.2618

Amended
121.2566

ASI 00001010

F.R.37(28)
Page 2959
2-10-72

F.R, 37(28)
Pﬂgu 2&50

2-10-72

F.R.37(28)
Page 2960
2-10-72

F.R,37(30)
Page 3177
2~12-72

Mobil
Chemical
Co.

Petrolite
Corp.

Petrolite
Corp,

B. F.
Goodrich
Co.

coatings for paper and
paperboard in contact
with bakery products
and dry solids only.

Amended to provide for
the safe use of poly-l-
butene resins and butene/
ethylene copolymers as
articles or components
of articles intended

for ve2 fu contact with

\mcnoai to provide for
the 22’2 uce of svvthetie .
Potr ot VIOY Lo roon

foue 2.0 re a2 a-ticle
G oeengpunLnt Y oan artiel
I v JLo v 0

) . T,
cConTr oL o wina oo,

Anc 723 to trevide that
gonthatle 0 Ce0leun wax
ms oo SnkeL, uern as a
coun e ] ~onined
Fola2iol In oamrtsct with
fac?

Amenced to provide for an
additional safe use of
1,3,5-Tri=(3,5-di-tert~
butyi-4-i-droxybenzyl)-
s-triaziro2-2,4,6(1H, 3H,
5H)-trione as an antioxi-~
dant and/or stabilizer in
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TYPE &
SECTION REFERENCE PETITIONER SUBJECT

polymers used in the
manufacture of articles
or components of arti-
cles that contact fatty
foods,

Amended F.R.37(38) E. I. duPont Amended in subdivision
121.2514 Ppage 3987 de Nemours & (XXV) by revising the
2-25-72 Co., Inc. existing entry on sili-
cones and adding a new
entry on silicones, and
by revising subdivision

(XXVIIL).
Amended F.R,37(39) American Amended to extend the
121.2566 Page 4077 Hoechst permitted conditions
2-26~72 Corp. for the safe use of

Poly( (1,3~dibutyl-
distanthianediylidene)-
1,3-dithio ) as a stabi-
lizer in certain semi-
rigid and rigid polyviny!
chloride materials used
in the manufacture of
food contact articles.

Amended F.R.37(42) American Amended by reducing to
121.2504 Page 4331 Cyanamid 100 milligrams per square
3-2-72 Co. foot the permitted amount

of 200 milligrams per
square foot of malathion
that may be incorporated
into paper trays for the
safe control of insects
during the drying of
grapes (raisins) in com~
pliance with 121.1172.

as1 00001033
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SECTION REFERENCE PETITIONER SUBJECT
Aménded F.R.37(44) Geigy Amended to provide
121.2566 Page 4711 Chemical for the additional
(b) 3-4-72 Corp. safe use of 2(2'-
hydroxy-5'-methyl-
phenyl) benzotriazole
at levels not to exceed
-0.25 percent by weight
of polystyrene and/or
rubber modified poly-
styrene polymers comply-
ing with 121.2510
intended to contact
nonalcoholic food.
Amended F.R.37(44) Eastman Amended to provide for .
121.2514 Page 4712  Chemical the safe use of 2,2- )
3-4-72 Products, dimethyl=-1,3--propanediol
Inc. as a component of resinous
and polymeric coatings for
food-contact use.
Amended F.R.37(47) M&T Amended to provide for the
121.2602 Page 5019 Chemicals, safe use of the octyltin
3-9-72 Inc. stabilizers identified in

AST 00001012

121.2602(a) (1) and (2) in
vinyl chloride-ethylene
copolymers complying with
121.2609 that are intendec
for use in contact with
food.




APPENDIX D

March 15, 1972

LAWYERS ADVISORY SUBCOMMITTEE REPORT
J. L. LAWING, ACTING CHAIRMAN
EASTMAN CHEMICAL PRODUCTS, INC.

Gentlemen:

As some of you are aware, the Chairman of your
Lawyers Advisory Subcommittee, Charlie Stone, underwent
surgery in January and is not able to present this report
in person. I am sure all of you join me in the hope for
Charlie's speedy recovery.

We continue to watch legislative developments
regarding the so-called Toxic Substances Control Act
(5. 1478 ané H.R. 527¢). As last reported, the regulatory
scheme envicsioned py the proposed bills would permit the
Administrator of the E-vironmental Protection Agency (EPA)
to initiate standards for test protocols and criteria for
various classes of chemical substances consistent with the
objective of protecting health and the environment. Addi-
tionally, the Administrator of the EPA may publish regu-
lations for any chemical substance produced in commercial
quantities, In this connection, the Administrator would
be empowered to restrict or prohibit the use or distribu~
tion of any chemical substance to the extent necessary to
protect health and the environment. These regulations
would have to be referred in advance of their publication
to select committees of a proposed Toxic Substances Board.

H.R. 5276 is still pending in the House of Rep-
resentatives and no action has been taken nor is any
presently scheduled. The legislative counterpart of
H.R, 5276 in the Senate, S. 1478, has received more active
legislative consideration. The Environment Subcommittee
of the Senate's Commerce Committee reviewed the bill
during closed sessions held in February. On March 6,
the Senate version of the Toxic Substances Control Act
was reported out to the full Commerce Committee with
amendments., The revised Senate bill will not be published
for two to three more weeks.

Turning next to Senator Muskie's bill (8. 573)
which would amend the Clean Air Act and the Federal Water
Pollution Control Act, there has been no definitive action
with regard to this proposal, 1In effect, the bill would
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require the Administrator of the Environmental Protection
Agency to designate substances or combinations of substances
in manufactured products which would adversely affect the
publi¢ health or contribute to the violation of any air

and water standards. More than a year has passed since the
Senate Public Works Committee requested reports relative to
this bill from a number of Federal agencies, including the
Environmental Protection Agency and the Council on Environ-
mental Quality., Reportedly, certain of the agencies con-
tacted to submit reports have not responded to the Public
Works Committee's request and we question whether S, 573
will warrant serious consideration during the current
session of Congress.

The matter of distinquishing between drugs and
devices continues to be a subject of tremendous interest
to many members of the Food, Drug and Cosmetic Packaging
Materials Committee. On December 14, 1971, Representative
Staggers introduced an Administration Sponsored Bill
4. R. 12316) which locks toward the ultimate adoption of
a now regulatory approach to be applied to devices. This
recz=nt bill contrasts the legislation noted in the previous
raport of the Lawyers Advisory Subcommittee. In essence,
ta2 earlier device legislation (H.R. 1545) would have
established three categories of device classification in-
ciuding (1) those devices generally recognized by qualified
experts as safe, reliable and effective for their intended
purposes, which would be exempt from requirements for
standards and pre-marketing clearance; (2) those devices
for which the scientific experts require reasonable standards
based upon composition, design, property or performance and
which must be accompanied by adequate instructions for usage
and warnings of limitations; and (3) devices requiring pre-
marketing clearance because they are not generally recognized
by the scientific experts as safe, reliable and effective,
or have not become established in wide use by the medical
profession as being safe, reliable and effective.

The latest proposal, to be known as the Medical
Device Safety Act, seems to many to envisage a more
realistic approach, Among other things, the Administration
Sponsored Bill does not propose exemptions from coverage
py using poor legislative techniques such as exempting
items designated "generally recognized as safe" from a
broad pre-clearance requirement. Furthermore, it avoids
attempting to define the term "device" so that the law will
reguire strict, drug-type pre-clearance for everything.
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Instead, the legislation would actually exempt all devices ‘
from any type of pre-clearance requirement unless and until

findings were made with respect to specific items that either

a standard should be developed, or complete ad hoc pre-

clearance should be ordered hecause the device 1s of the

type that might be characterized as "life~threatening® or

likely to present an "unreasonable hazard".

In effect, this type of legislation parallels
the most recent format embodied in various amendments to
the Federal Hazardous Substances Act and seems more
sensible in approach than was the Food Additives Amendment
of 1958 which has been distorted to require pre-clearance
of almost all packaging materials despite their conceded
insignificance as public health problems. Moreover, there
is a requirement for the registration of device manufacturers
which some believe should be narrowed so that legislation
would only be required of those manufacturing devices which
have been deemed to demand either the standards-making or strict
pre-clearance procedures.

On the Food Additives Regulatory front, Senator
Gaylord Nelson introduced legislation on February 14, 1972,
(S. 3163) to be known as the Food Protection Act of 1972,
which would prohibit the use of additives unless they are
adequately proven to be safe, effective and to have a demon- j
strable benefit. The bill would broaden the authority of
FDA over the requlation of food additives in the areas of
testing, factory inspection and registration of producers.
Third party testing procedures of all additives would be
mandatory in lieu of requiring FDA to rely upon the tests
of the producer. Additionally, the Federal government would
be required to set nutritional standards for food with the
alleged goal of eliminating the use of unsafe, untested and
unnecessary chemicals in the food supply. The progress of
this legislation should be watched very closely so that any
significant developments will be made known to the Committee.

Two recent court cases involving FDA, which we
believe will be of interest, have been decided by the U. S.
Court of Appeals for the District of Colubmia Circuit since
your last meeting. The first concerns the seizure by FDA
of an automatic dishwashing detergent packaged in a container
closely resembling a milk carton. The Court of Appeals up-
held the District Court's finding that the Food and Drug
Administration was entitled to seize all existing stocks of
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the new product under a previously unused clause of the
Nazardous Substances Act which permits FDA seizure of
potentially dangerous substances in food-type containers.
This case would seem to add a whole new dimension to some
of the problems being encountered in the packaging field.
The ruling will undoubtedly give rise to some confusion
in the future as to exactly where the line can be drawn
in determining whether a package is so similar to another
that it cannot be marketed.

The second case, (Unimed, Inc., Petitioner v.
Elliott Richardson, Secretary of Health, Education and
Welfare, et al., Respondent), decided on February 2, 1972,
by the Court of Appeals points up the virtualimpregnability
of a I'DA administrative judgment. Though conflicting ex-
pert tocstimony may be presented, the agency entrusted with
the requlatory responsibility will be upheld in its judg-
ment barring an irrational or arbitrary view of the evidence
submitt.ed, The case centered around a drug manufacturer
trying to satisfy the regulatory requirement that sub-
scantial evidence is needed to establish a claim as to
the efficacy of a drug. At every level of the proceedings,
there was never any suggestion that the drug was dangerous
to health,  The drug manufacturer had submitted five
studsies designed to show the effectiveness of the drug;
1.vertheless, the Court held that FDA had offered enough
cvadence to support its view that the manufacturer's studies
aid not warrant a favorable conclusion as to the drug's
cffuctiveness,

Lastly, with the enactment of the Occupational
Safety and Health Act of 1870 (OSHA), SPI attention was
forused on the broad regulatory impact of the new law.
Imaccdiate interest was expressed by the membership in
rules proposed in accordance with the Act for inspection
procedurcs including authority for Compliance Officers
fu photograph establishments covered by the Act.

In response, Comments were filed on bhehalf of
5°1 ohjecting to the taking of photographs. Specifically,

the Society indicated in its statement to the Assistant
secretary of Labor for Occupational Safety and Health

that "cloaking a Compliance Officer with authority to take
photographs runs counter to the well established and sound

piaefics industry practice aimed at preserving trade secrets
by prohibiting any photographs of manufacturing or research
and development areas within a company's plant,”

ASI 00001016




Appendix D

Final promulgation of the inspection regulations
(29 C.F.R. Part 1903,7(b)) placed limitations so as to re-
quire a degree of justification for the taking of photo-
graphs. The taking of photographs involving trade secrets
is fully protected and in keeping with the urging of SPI,
Furthermore, an employer may identify an inspection area
as one which contains or might reveal a trade secret. Un-
less the Compliance Officer has a clear reason to contradict
an employer's allegation that a trade secret is involved,
irformation obtained in such areas, including all negatives
and prints of photographs, and environmental samples shall
bi 1ageled “Confidential-Trade Secret” and shall not be dis-
closed.

Additionally, the inspection rules insure that
Compliance Officers must take reasonable precautions so
that action with flash, spark-producing, or other equip-
ment would not be hazardous from the point of view of
safety considerations or as the photography may relate to
interference with light sensitive products commonly used
by the plastics industry. This revision of the regulation
was also fully consistent with the Comments filed on
behalf of SPI.

Thank you,
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MCA Liaison Report

In connection with the proposed National Academy of Sciences-
National Research Council (NAS-NRC) review of the so~called GRAS list,
the Food, Drug, and Cosmetic Chemicals Committee invited Durwood
Dodgen, Executive Director of the NAS GRAS Review Committee, to review
the proposed study and, more particularly, the results of the pilot
program conducted by NAS. The comments of the Committee members were
most pertinent, and the final questionnaire submitted to industry in-
cluded many of them.

The Committee continued to cooperate with the FAO-WHO Joint
Expert Committee on Food Additives in carrying out through Morgan Hoover,
Secretary of our Committee, the coordination of development of toxicity
data for products proposed for evaluation by the Joint Expert Committee
and for consideration by the Codex Alimentarius Commission. Mr. Hoover
served as one of industry's advisors to the U. S. Delegation at the
Eighth Session of the Codex Alimentarius Convention in Genmeva, Switzerland,
July 1 to July 9, 1971.

We prepared snd filed detailed comments with the U, S. Department
of Agriculture in connection with proposed major revisions to its current
approach to the approval of food additives for use in federally inspected
meat and poultry plants.

MCA also filed with the Hearing Clerk comments on an HEW proposal
concerning "Label Declarations on Standarized and Non-standardized Foods."
In this repard, we supported GMA in the position that functional and
general names for ingredients as opposed to specific chemical names should
be permitted.

The Chairman of the Committee has also served as a member of
MCA's Ad Hoc Committee on Chemical Regulation, formed specifically to
review, study and develop a chemical industry positiom with respect to

the proposed Toxic Substances Control Act of 1971 (H.R. 4152) and related
bills.

Some 40,000 copies of the revised booklet "Food Additives: What
They Are, How They Are Used" have been distributed to home economists,
educators, government officials, members of the press, and key individuals
in member companies. The Food, Drug, and Cosmetic Chemicals Committee,
as one of its major projects, recently updated this MCA booklet which
was originally published about ten years ago.




