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Calling to order a regular meeting of the Food, Drug and Cosmetic Packaging
Materials Committee of SPI, Chairman Karl A. Hochschwender, American Hoechst
Corporation, first requested the self-introductions which were duly made.

Minutes of Last Meeting Approved

In the absence of comments as to additions or corrections to the Minutes of the
last meeting held in Washington, D. C. on May 31, 1973, Chairman Hochschwender
declared them approved as writtenm and distributed by the Secretary.

Preliminary Remarks by Chairman

Commenting in a general fashion, Chairman Hochschwender noted that, since the
last meeting there had been many developments to be discussed according to the
Agenda during the day's session, and that 1974 looks in many respects like it
will be more interesting and challenging than 1973. This then prompted Dr.
Hochschwender to discuss an amendment which has been made to the SPI Bylaws
calling for a permanent Public Affairs Committee to be in operation by June 1,
1974. More pertinently, Chairman Hochschwender referred to a new subcommittee
under the overall Public Affairs Committee to be known as the PAC Technical
Committee on which he is to represent the FDCPMC as a regular member. Dr.
Hochachwender sald that, hopefully, the formation of the PAC Technical Com-
mittee will open up new chammels of communication between the FDCPMC and the
overall staff and membership of SPI, as well as the Board of Directors. He
noted that he expected to hear momentarily from SPI about the date and place
of the first meeting of the PAC Technical Committee, and plans to be present.

Continuing, Chairman Hochschwender reported that within recent weeks he has
recelved a communication from the head of the West German Plastics Society
regarding the matter of the PVC prior sanctioned status in the United States.
In the communication, concern was expressed over the .05 ppm limitation pro-
posed for distilled alcoholic spirits and the possible "fall out" whereby this
requirement would be applied to other foods. This whole matter has been
brought to the attention of General Counsel, Jerome H. Heckman, and Dr.
Hochschwender will write to explain the basis for the 0.05 ppm limitation that
was included in the SPI Comments on the Proposed PVC Rulemaking, In addition,
the German communication noted that feeding studies were either underway or
about to begin soom in cooperation with a group in Holland to establish an
oral, no-effect level for vinyl monomer. Dr. Hochschwender's communication
will also request that the protocols for this feeding study be sent to him
here since it 1s recognized by all that an appropriate feeding study is pro-
bably the only way to resolve the problem of residual monomer in PVC. Chairman
Hochschwender opined that it is indeed useful to have this type of international
exchange of communications and that whatever more was developed on the German
matter would be reported at future meetings of the Committee.
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Referring to the last meeting of the Committee when Peter Barton Hutt, Esq.,
Assistant Geperal Counsel of the Food, Drugs and Product Safety Division of
the Food and Drug Administration spoke, it was recalled that during the
question-and-answer period Mr. Hutt suggested consideration be given to a
recodification, so to speak, of the regulations which deal with indirect ad-
ditives. A3 a matter of fact, Mr. Hutt showed interest in receiving input

on this matter; and since then, there have been general approaches between

SPI Counsel and FDA regarding the subject. Continuing, Chairman Hochschwender
sald that the Vice Chairman of the Committee, Bill Westveer, The Dow Chemical
Company, has been asked by the Steering Committee to review this matter of
recodification in order to see what might be done to benefit industry and
government. Mr. Westveer is going to look into the situation and will appoint
a small ad hoc task force to study the matter with him.

Concluding his preliminary remarks, Chairman Hochschwender stated that before
the day was out he would appoint a Nominating Committee to arrive at a pro—
posed slate of officers to serve from June 1, 1974 to June 1, 1976, a two-year
period.

Report of SPI General Coungel

Chairman Hochschwender then introduced Jerome H. Heckman, Keller and Heckmsan,
SPI General Counsel, to bring the Committee up to date on a variety of matters
and issues relating to the Committee's interests, including the subjects of
the Environmental Impact Statements and Environmental Impact Analysis Reports
on Plastic Carbonated Beverage and Beer Bottles, the present status of the
"GRAS" 1list, a report on the "prior-sanction status of PVC," and Comments made
on FDA proposed rulemaking, and a follow-up report on the enforcement of
Subpart F—FDA Pickups and Inspections.

In delivering his report, Mr. Heckman, as he has done in the past, indicated
that he would welcome being interrupted at any time with questions from the
floor relative to a particular point which he was discussing.

[Please Note: Attached hereto as Exhibit A is the detailed report delivered
by Mr. Heckman and further amended by him following the day's session based
upon a clarification of soms of the matters he brought out as a result of
questions posed of him.]

Technical Report by Daniel S. Dixler

As has been customary during the past several meetings of the Committee, the
Keller and Heckman report has been divided into two phases, one from a legal
point of view, delivered by Mr. Heckman, and the other, from a technical point
of view, delivered by Dr. Daniel S. Dixler, although as pointed out during the
meeting, there are cross-references frequently between the two reports where
some matters interrelate between both technical and legal.

[Please Note: Attached hereto as Exhibit B is Dr., Dixler's detailed report.] .
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During Dr. Dixler's presentation, the matter of reported difficulties en-
countered by workers involved in hot-wire cutting of PVC film was raised.
In particular, the question was posed as to whether this Committee should
become involved with a study of the problem being undertaken at the Univer-
sity of Washington under the partial sponsorship of the Amalgamated Meat-
cutters Union. There were several who expressed interest in having the
Committee discuss this matter and it was suggested that possibly the matter
was already under consideration by the SPI Safety and Loss Prevention Com-
mittee administered by Jerome Carroll of the SPI staff.

[Please Note: The Secretary investigated this matter following the close

of the meeting and discussed it with Mr. Carroll who has already begun
building up a file on the subject but indicates to Mr. Condit that some of
the principal companies involved in producing the film in question have thus
far indicated little interest in getting involved in the so-called problem. -
Anyone interested in contacting Mr, Carroll is encouraged to do so.]

Report of Lawyers' Advisory Committee

Chairman Hochschwender noted that, unfortunately, Taylor W. Hanavan,
Chairman of the Committee's Lawyers' Advisory group was unable to be present
to report on legislative matters which have arisen within recent months as
Mr. Hanavan usually brings to the attention of the group.

In an impromptu fashion, Jerome H. Heckman delivered a report on several
matters including Consumer Product Safety Commission activities, Consumer
Protection Agency legislation, the status of legislation on devices, and
finally, recent court decisions relevant to the interests of the Committee.

[Please Note: Following the meeting, Mr. Hanavan sent a detailed report to
Mr. Heckman. The same was edited and revised on a cooperative basis by
Megsrs, Hanavan and Heckman and is attached hereto as Exhibit C.]

Reports on Liaison with Other Organizations

Chairman Hochschwender then called upon several Individuals to deliver reports
on activities within other organizations or associations that relate to the
interests of the SPI Committee.

Pharmaceutical Manufacturers'
Association and U.S. Pharmacopeia

Watson B. Ackart, Union Carbide Corporation, delivered the following brief
report on PMA:
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"The May 1973 report of this subcommittee des-
cribed the loss of interest on the part of the U. S.
Pharmacopeia and the National Formulary in the publi-
cation of our testing procedures for polyolefin con-
tainers intended for dry pharmaceutical products and
no further contacts have been made with these organi-
zations. However, there is continued interest on the
part of the pharmaceutical manufacturers in generic
clearance for polyolefins and we are told that this
interest originates within FDA., A copy of our method-
ology was sent to a packaging development expert at
Upjohn for use by an industry committee on which he is
working."

Manufacturing
Chemists' Association

Unable to be present at the day's session due to a previous engagement at the
National Bureau of Standards, George W. Ingle, Monsanto Company, sent to the
Secretary by way of a communication dated December 20, 1973, a report on MCA's
FDC Chemicals Committee. This report follows:

"At this Committee's 14 November 1973 meeting,
an earlier proposal for reorganizing the Committee
was approved. In addition to a Steering Committee,
Subcommittees were eatablished under these headings:
Consumer Information, Legislative and Regulatory, and
Scientific, In addition, if only on a temporary basis,
a Subcommittee on the Toxic Substances Control Act was
established and is functioning, primarily to help EPA
prepare for its administration of the expected TSC Law,

"The purpogse of this reorganization is to iden-
tify and actively implement those projects in the FDC
area which are most important to MCA. Among these is
the extent to which MCA members' interest in drug-
related questions justifies greater or different acti-
vity.

"Each of these subcommittees has met at least
once, earlier this week. 8o far, aside from the TSC
Subcommittee, the Consumer Information Subcommittee has
been most active. Extensive revisions of two 'best-
seller' MCA publications are being prepared, 'Every-day
Facts ~ Food Additives,' and the more detailed 'Food
Additives, What They Are/How They Are Used.,' In addition,
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a number of presentations has been and will be made
to various consumer groups concerned with the safety
of food additives.

"The Scientific Subcommittee is determining the
extent to which this Committee will support the Sym-
posium on Specifications for Food Additives planned to
be held by the National Academy of Sclences later this
spring. Considerable overseas representation is
expected."

Can Manufacturers' Institute

Charles J. Spiegl, Continental Can Company, Inc., sald that there was nothing
new by way of a report from the Can Manufacturers' Institute.

ASTM Subcommittee
F2.30 Activity on PCB

Norman D. Bomstein, Cryovac Division, W. R. Grace & Company, presented the
following summary report as prepared by L. DiBello of Cryovac on the activities
of ASTM Subcommittee F2,30, especially as it relates to PCB content in plastics:

"Subcommittee F2,30 of ASTM Committee F2 on
Flexible Barrier Materials has met twice for the
development of a standard method of analysis and cal-
culation of PCB content in plastics.

"An original set of four unknown PCB samples
were sent to each member for analysis of PCB content
by their laboratory method and a standard procedure
of analysis and calculation as determined by the
Subcommittee. A standard sample of Aroclor's 1242 and
1254 were also submitted for comparison vs. their lab-
oratory samples. The initial results of this test
showed promise of the reproducibility of the test
method and calculation but the Subcommittee felt that
the standard PCB samples which were 1242 and 1254 were
not representative of PCB analysis on plastics.

"New standards were made of mixtures of 1242 and
1254 with varying amounts of each Aroclor and duplicate
samples of each standard were submitted to each member
for analysis, These results will be used for a statis-
tical study of the method.
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"John Cobler of Dow also agreed at the lasat
meeting to blend a known amount of PCB into various
polymers, These samples will be used by the Sub-
committee for developing a standard method of ex-
traction after the analytical procedure haa been
developed.”

Cosmetic, Toiletry and
Fragrance Association (CTFA)

A more recent liaison has been brought about between the SPI Committee and
CTFA through Jules Pinsky, The Mearl Corporation. Unfortunately, due to in-
clement weather, Dr, Pinsky was unable, at the last minute, to attend the
meeting. Following the session he sent to the Secretary a short communication
dated January 7, 1974 which is quoted hereinafter:

"Dr. N, S. Estrin, Executive Secretary, reports
that the information furnished by the SPI has been
very valuable to the Cosmetic, Toi{letry and Fragrance
Association. Pertinent detalls have been passed along
to the Scientific Advisory Committee, who are reassured
and appreciative,

"Several rumors on the status of the PVC and
PVC bottles have been phoned in by frantic members, and
Dr. Estrin has told them he has been unable to substan=~
tiate any of these rumors."

Report of Medical Devices Standards Subcommittee

Chairman Hochschwender called upon George A. Richter, Rohm and Haas Company,

to report on the status of the Subcommittee on Medical Devices Standards (MDSS),
prompting Dr. Richter to read the following communication addressed to Mr.
Condit dated January 3, 1974:

"In accordance with the plan established at the
meeting attended by MDSS members and ASTM representatives
on February 21, 1973, an organizational meeting of the new
ASTM Section on Medical Plastics (D20.15.23) was held at
ASTM headquarters on August 28, 1973. The objective of
this meeting was 1) to establish the organizational
structure of this new ASTM section on Medical Plastics,

2) to approve the name of the section and 3) to define
its scope.
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"It was decided that the new group within the
ASTM would be organized as a section of D20.15 (Thermo-
plastic Materials) which is a subcommittee under ASTM
Committee D-20 on Plastics. Dr. Leon J. DeMerre of the
FDA has accepted chairmanship of this new ASTM section
on Medical Plastics. It was also agreed that the scope
of the new section would be as follows:

"To develop test methods, specifications, recom-
mended practices, classifications, and definitions for
plastic materials (including resins, plasticizers and
other adjuvants) for medical applications and to support
research and the promotion of general knowledge relating
to medical plastics.

"An ad hoc task force was formed to define the
problem area and to develop recommendations regarding
prioritiea. The next meeting of Section D20,15.23 on
Medical Plastics was scheduled for October 17, 1973 in
Boston.

"At the October 17 meeting in Boston the designa-
tion of the new section on Medical Plastics was changed
by Executive Committee action to D-20.24.03. The prin-
cipal outcome of this meeting was the selection of two
main plastics for establishment of standards, namely,
polyethylene and polyvinyl chloride. Standards categories
which will be considered are specifications, test methods,
classifications, compatability, definitions and applica-
tions. Two subsections were formed to develop proposed
standards, one for polyethylene and the other for poly-
vinyl chloride.

"The next meeting of D-20.24,03 was tentatively
scheduled for Wednesday, March 6, 1974 in Atlanta,
Georgla."

Destiany of Committee

At this point in the business session, Chairman Hochschwender interjected a
new item when he charged the Committee, so to speak, to determine its own
destiny, a matter which he sald he would like to "ventilate" while the Com-
mittee was all together, Chairman Hochschwender noted that, in his view, the
Committee i8 owed from time to time a chance to discuss openly any feelings
that individuals may have regarding guidelines as to how the Steering Com-
mittee and officers should conduct businesa on behalf of the Committee. For
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instance, he asked whether there were any comments as to whether principal
speakers should be scheduled at each meeting of the Committee. He also
stated that he would welcome any new subject which it is felt would add to
the aims and objectives of the Committee or enlarge its scope--all towards
varying the program at future meetings of the group. Chairman Hochschwender
said, '"We want to bring to you what's useful to youl”

Next Meeting

In comnection with Dr. Hochschwender's remarks on future programming, the
location and possible dates for the next meeting were discussed at this point,
although plans for the next meeting were scheduled to be discussed as the last
item on the Agenda.

There was some preference volced for selecting New York City as an appro-
priate place for some meetings, prompting at this point, Jerry Heckman to
suggest Washington, D. C. in either June or July of 1974 for the next meeting.
Mr. Heckman felt it would be opportune at the next meeting to have either
Richard J. Ronk or someone else from FDA as a apeaker which would make Wash-—
ington, D. C. the preferred location. Not counting out New York City as a
possible site for a future meeting, it seemed to be agreed that the next
meeting should take place in Washington, D. C. on June 27, 1974, The Secre-
tary has now made the appropriate arrangements again at the Shoreham Americana
Hotel,

Report of Technical Information Subcommittee

As 1s customary, Willard M. Westveer, The Dow Chemical Company, and Vice
Chairman of the overall Committee, highlighted a detailed report he has
prepared for incorporation in the Minutes on recently-issued Food Additive
Regulations.

[Please Note: Attached hereto as Exhibit D is the detailed report which Mr.
Westveer asked the Secretary to incorporate in the Minutes.]

Report of Committee on Food Additive Regulation of Furmace Black (COFREB)

Here again, Mr. Condit was called upon by Chairman Hochschwender to read
that portion of Mr., Ingle's communication to Mr. Condit dated December 20,
1973, dealing with COFREB, the activities of which Mr. Ingle coordinates on
behalf of the overall Committee. Mr. Ingle's report on this matter follows:

"So far this activity has received little but
frustrating responses from FDA. The urgency of find-
ing an acceptable replacement for 'l00% gas' Channel
Black has been reduced by (1) FDA's delay in issuing
its proposed regulation on Colorants for Plastics;
(2) the existence of inventories of this 'gas black'; .
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(3) the availability of 'Indo-Tex EPC,' a 100% gas
channel black, imported from Indonesia by the Sid
Richardson Carbon and Gasoline Company of Fort Worth;
and (4) the apparent uge of some oil-enriched gas blacka
not permitted for use in food-contact plastics by FDA's

proposed order.

"Regardless, to provide for greater future flexi-
bility of supply, COFREB met with a large group of FDA
staffers on 16 August 1973 to discuss a proposed protocol
described in a 9 July 1973 letter to FDA., While FDA
emphasized the difficulties and necegsary conditions in
our proposed proof of no migration of carcinogenic PNAH's
(polynuclear aromatic hydrocarbons) by a method vali-
dated to 2 PPB, at FDA's insistence, there was no FDA
denial of the feasibility of the project. Reference was
made to the necessity of obtaining higher administrative
concurrence because of the implications of the Delaney
Clause.

"On 1 November 1973, FDA's Mr. John Singleton
(no longer in the Division of Food and Color Additives)
replied in writing. Aside from demanding proof of lot-

to-lot reproducibility of the type and level of PNAH's
present on each carbon black, Mr. Singleton dismissed
our 'no migration' concept 'because the Delaney Clause
prohibits the addition of known carcinogenic substances
to food directly or indirectly, etc.'

"For several reasons, we consider Mr. Singleton's
letter non-responsive to the questions involved. We are
now asking the members of COFREB to comment on a simpler
proposal. This is based on a Wesson 011 extraction of
the most likely (finest particle size, lowest PNAH content)
furnace black pigments, for which data on benzene-extracted
PNAH-contents are available., It 1is probable that one or
two pigments will show no detectable PNAH's of any kind by
a PPB-gensitive method. If this limited work proves af-
firmative, after review with FDA, the necessity of ex-
tracting black-pigmented plastics may be voided.

"In any event, we must convince FDA that we are
not asking for an infraction of the Delaney Clause, 1if
our data will soundly justify specifying pigments which,
when incorporated in plastics, will provide 'no migration'
by FDA's most conservative analytical method."
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Following a reading of Mr. Ingle's report, there was some discussion as to
whether all of the companies interested in the subject of carbon black are
either serving on or taking an interest in the activities of Mr. Ingle's
subcommittee. For instance, it was suggested that there could be at least
fifteen companies who should have an interest in the activity. Mr. Robert
M. Miller, Hercules, Inc. sald that there was some question as to the degree
of interest held by those participating or commenting on the affairs of the
Committee. Mr, Miller referred to the results of the discussions held with
FDA under Mr. Ingle's direction, commenting that there is some frustration
as to what direction the Committee should take. For example, there is now
some discussion underway as to whether those interested in the subject
should be asked to contribute financial support for analytical work, but,

in Mr. Miller's opinion, 1t 1s not too clear whether this analytical work
would result in information which would definitively lead FDA to issue a
regulation permitting the use of furnace black as a colorant for plastics.
Mr. Miller said that there is every indication that FDA will insist on feed-
ing studies in order to prove that carbon black is not carcinogenic.

It was quite obvious to Chairman Hochschwender and others that Mr. Ingle

and his committee need to pursue this matter further, it being noted that,

in this connection, there i3 really no firm recommendation as yet from Mr.
Ingle's group. Therefore, Dr. Hochschwender expressed the hope that by the
next meeting of the full Committee Mr. Ingle will have developed on behalf
of his task force an overall recommendation for some action by the Committee.
Further, Chairman Hochachwender urged those others who are not participating
on Mr, Ingle's task force to communicate directly with him should they wish
to comment or participate in the committee's work so that Mr. Ingle can have
maximum input in arriving at a recommendation for the next meeting.

New Business

As an item of new business, Dr. Dixler reported that Mr. Francis Greenough,

W. R. Grace & Company, had requested we bring to the attention of this Com-
mittee that the U. S. Department of Agriculture, through its Animal and Plant
Health Inspection Service (APHIS), had proposed new poultry labeling regula-
tions that might adversely affect the plastics packaging industry. The initial
regulation was proposed in the Federal Register for September 21, 1973 and
proposed a new Section 381.142 which would ostensibly limit packaging materials
for poultry to materials which comply with Section 409 of the Federal Food,
Drug and Cosmetic Act. However, the proposed regulation went on to limit ma-
terials used in packaging to those listed in Subparts B, E and F of the Food
Additive Regulations set forth in Section 121 of Title 21 of the Code of
Federal Regulations. Although this regulation appeared innocent, it could
have the effect of banning from packaging materials the use of any items that
are GRAS but not listed in Section 121.101, prior sanctioned materials not
listed in Subpart E, and materfals which do not migrate and which are there-
fore not covered by Food Additive Regulations. These latter three classes of
materials, however, are permitted by the Food, Drug and Cosmetic Act,
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Mr. Greenough indicated he had written Comments on behalf of his company
but requested the Soclety likewise file Comments on behalf of the entire
industry. It was decided that the Society's General Counsel should develop
and submit appropriate Comments in this matter.

Mr. Heckman pointed out that time (final Comments were due to be filed by
January 25, 1974) would not permit the usual circulation of a draft for con-
sideration by the membership of the Committee, It was agreed that the
Comments would be filed without previous submission to the membership of the
Committee, but of course, copies of the Comments would be circulated.

Nominating Committee Appointed

Chairman Hochschwender reminded those present that earlier in the meeting

he indicated he would be appointing a Nominating Committee to recommend a
proposed slate of officers for presentation and election at the next meeting
of the Committee. The new officers, when elected, will serve from June 1,
1974 to June 1, 1976, Chairman Hochschwender then named the following to the
Nominating Committee:

Peter Morisbn, Chairman Eagtman Chemical Products, Inc.
Charles J. Spiegl Continental Can Company, Inc.
Matthew E. Smith . - Owens-Illinois, Inc.

[Please Note: The Secretary, in reviewing the Bylaws of the Committee notes
that "the slate of nomination shall be mailed by the Secretary to all members
at least ten (10) days prior to the meeting where the election is to take
place," i.e., the next meeting. With this in mind, the Secretary, as he cir-
culates these Minutes, would like to remind Mr. Morison to have the proposed
slate of officers in the Secretary's hands in time to incorporate in the meet-
ing notice for the Washington businesa session to be held on June 27.]

There being no further business, Chairman Hochschwender declared the session
adjourned at 3:15 p.m.

Respectfully submitted,

Charles L. Condit
Secretary
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EXHIBIT D

REPORT OF TECHNICAL INFORMATION SUBCOMMITTEE

SPI FOOD PACKAGING MATERIALS COMMITTEE

January 10, 1974

"Recently Issued Food Additive Regulations

The following final new food additive regulations and '

amended regulations deemed of interest to the SP1 food

Packaging Materials Committee have been published in the

Federal Register since our last meeting:

TYPE & |
SECTION  _REFERENCE

PETITIONER

SUBJECT:

Amended F.R. 38(99)
121.1030 Page 13556
5-23-73

Amended F.R. 38(99)
121.2524 Page 13557
5-23-73

Atlas
Chemical
Company

E. I. du
Pont de
Nemours
and Co.

Amended to provide for the
safe use of polysorbate 60
as an emulsifier in choco-

‘late flavored syrups where-

by the maximum amount of
the additive does not ex-
ceed 0.05 percent on a dry
weight basis.

Amended to extend the pre-
sent limited use of poly-
ethylene terephthalate, a
form of polyethylene
phthalate, in the manufac-
ture of film to use in other
articles intended to contact .
food. ~ )
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TYPE &
SECTION REFERENCE

PETITIONER

SUBJECT

Amended F.R. 38(107)
121.2526 Page 14751
6-5-73

Amended F.R. 38(107)
121.2547 Page 14751
6-5-73

Amended F. R. 38(112)
121.2566 Page 15443
6-12-73

Amended F.R. 38(117)
121.2566 Page 15953
6-19-73

American
Cyanamid
Company

Economics
Laboratory
Ine.

Gulf 0il
Corp.

Argus
Chemical
Corp.

Amended to provide for the
safe use of acrylonitrile
polymer with styrene, re-
action product with ethyl-
enediamine, acetate as a
sizing material in paper
and paperboard intended for
use in contact with food.

Amended to provide for the
safe use of an aqueous
solution containing iodine,
butoxy monoether of mixed
(ethylene-propylene) poly-
alkylene glycol, and poly-
oxyethylene-polyoxypropy-
lene block polymers for
sanitizing food-processing
equipment and utensils that
contract food.

Amended to: (1) Change

the basis of the limita-
tion on the amount of 2,6-
di-tert-butyl-4-ethylphenol
which may be used in ethyl-
ene polymers and copolymers,
and (2) permit increased
levels of the food additive
in intermediate thicknesses
of the polymers and copoly-
mers between 0.0025 and 0.025

inch.

Amended to provide for the
safe use of 4,4'-isopropy-
lidenediphenol alkyl (C,,-
C,.) phosphites as stabi-
lizers in the manufacture
of rigid vinyl chloride
plastics intended for use
in contact with food, ex-
cept milf,, under conditions
where hot filled or pasteur-
ized below 150°F and/or
under storage conditions.
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EXHIBIT D

TYPE &
SECTION _REFERENCE _ PETITIONER SUBJECT

\

Pro- F.R. 38(129) Commis- - Temporary tolerances for

cedures Page 18101 sioner polychlorinated biphenyls

122.10 7-6-73 ‘ (PCB's). Temporary toler-

' ances for residues of PCB's

as unavoidable environmen-
tal or industrial contami-
nants are established as
follows: (1) 2.5 parts
per million in milk (fat
basis). (2) 2.5 parts per
million in manufactured
dairy products (fat basis).
(3) 5 parts per million in
poultry (fat basis). (&)
0.5 parts per million in
eggs. (5) 0.2 parts per
million in finished ani-
mal feed for food-produc-
ing animals. (6) 2 parts
per million in animal feed
components of animal orig:
(7) 5 parts per million in
fish and shellfish. (8)
0.2 parts per million in
infant and junior foods.
(9) 10 parts per million in
paper food-packaging mater-
ial intended for or used
with human, food, finished
animal feed and any compo-
nents intended for animal
feeds. The tolerance shall
not apply to paper food-pack-
aging material separated
from the food therein by a
functional barrier which is
impermeable to migration of
PCB's. :




TYPE &
SECTION

REFERENCE

. -4-

PETITIONER

EXHIBIT D

SUBJECT

Amended
121.2520

Amended
121.2571

Amended

121.2520

Amended
121.2566

Amended
121.2520

F.R. 38(130)
Page 18245
7-9-73

F.R. 38(130)
Page 18246
7-9-73

F.R. 38(131)
Page 18367 .
7-10-73 -

F.R. 38(136)
Page 19025
7-17-73

F.R. 38(156)
Page 21920
8-14-73

Ciba-Geigy Amended to provide for

Corp.

Alcolac,
Inc.

Weston
Chemical,
Inc.

Union
Carbide
Corp.

safe use of thiodiethy-
lenebis (3,5 - di - tert -
butyl - 4 - hydroxy-
hydrocinnamate) as an
adjuvant for polymers
used in adhesives for
food-packaging materials.

Amended to provide for

the safe use of polyamide
polyamine-epichlorohydrin
water-soluble thermosetting
resins, as components of
paper and paperboard for
food contact use.

Amended to provide for the
safe use of polyethylene
glycol morio (hydrogen sul-
fate) dodecyl ether, am-
monium salt, as a component
of adhesives intended for
use in food-contact arti-
cles.

Amended to provide for the
safe use of distearyl
pentaerythritol diphosphite
as an antioxidant and/or
stabilizer in the manufac-
ture of polyolefin plastics

intended for food contact use.

Amended to provide for

safe use of poly(oxycaproyl)
diols and triols as compo-
nents of food-packaging
adhesives.
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TYPE &
SECTION REFERENCE PETITIONER SUBJECT ?
Amended F.R. 38(156) Nalco Amended to provide for the
121.2526 Page 21921 Chemical safe use of polyacrolein-
8-14-73 Company sodium bisulfite adduct
' for modifying starches and
starch gums used in the
manufacture of paper and
paperboard for use in con-
tact with food.
Amended F.R. 38(165) Shell Amended to provide for the
121.2531 Page 22889 Chemical safe use of an additional
8-27-73 Company synthetic primary alcohol
mixture of straight- and
branched-chain alcohols for
use as a component of sur-
face lubricants used in the
manufacture of metallic
articles.
Amended F.R. 38(165) Celanese Amended to provide for the
121.2536 Page 22889 Fibers safe use of poiyethylene
8-27-73 Marketing terephthalate fibers in
Company the manufacture of resin-
bonded filters.
Amended F.R. 38(165) American Amended to provide for the
121.2536 Page 22890 Cyanamid safe use of melamine-
8-27-73 Company formaldehyde chemically
modified with methyl alco-
hol as a component of resin-
bonded filters in food-
contact use.
Amended F.R. 38(165) Standard Amended to provide for the
121.2553 Page 22890 0il safe use of magnesium ricino-
8-27-73 Company of leate, sodium metaborate,
California and polyurea (produced by
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reacting tolylene diiso-
cyanate and amines) as com-
ponents of lubricants with
incidental food contact.
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( TYPE & '
SECTION REFERENCE PETITIONER - SUBJECT
F.R. 38(198) Commis- The Commissioner of Food
Page 28624 sioner and Drugs has initialed a
10-15-73 recodification program for
Chapter I of Title 21 of the
Code of Federal Regulations.
This is the first document
in a series of recodification
documents that will even-
tually include all regula-
tions administered by the
Food and Drug Administration.
Amended F.R. 38(205) Wells Amended to provide for the
121.2526 Page 29465 Labora~ safe use of dimethyl glutar-
10-25-73 tories, ate, in the preparation of
Inc. polyamide-epichlorohydrin

water-soluble thermosetting
resins intended for use in
the manufacture of uncoated
. paper- and paperboard in con-
( _ tact with aqueous and fatty
' foods.

Amended F.R. 38(205) Lithium Amended to provide for the
121.2547 Page 29465 Corp. of safe use of an aqueous solu-
10-25-73 America tion containing lithium
hypochlorite for sanitizing
food-processing equipment
and utensils that contact

food.
Amended F.R. 38(205) West Amended to provide for the
121.2547 Page 29466 Chemical use of isopropyl alcohol as
10-25-73 Products an optional adjuvant, rather

than as a required ingre-
dient, for sanitizing food-
processing equipment and
utensils that contact food.

Amended F.R.38(206) Esso ~ Amended to provide for the
121.2511 Page 29577 Research additional safe use of
10-26-73 and diisononyl adipate as a

Engineering plasticizer in vinyl chlo-

Company ride homo-and/or copolymer

films for food contact use.
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TYPE &
SECTION REFERENCE PETITIONER

EXHIBIT D

SUBJECT

Amended F.R. 38(211) Momsanto
121.2526 Page 30257 Company
11-2-73

Amended F.R. 38(211) PPG
121.2514 Page 30257 Industries
11-2-73 Inc.
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Amended to provide for the
safe use of (1) a polyamine-
epichlorohydrin resin pre-
pared by reacting hexamethyl-
enediamine with 1,2-dichloro-
ethane to form a prepolymer
and further reacting the pre-
polymer with epichlorohydrin
resin prepared by reacting the
resin formed in (1) above with
nitrilotris (methylenephos-
phonic acid), pentasodium
salt. These resins are to be
used as components of paper
and paperboard in contact with
food.

Amended by deleting the re-
strictions. Butyl acrylate-
styrene-methacrylic acid<
hydroxyethyl methacrylate
copolymers containing no more
than 20 -weight percent of
total polymer units derived
from methacrylic acid and
containing no more than 7
weight percent of total poly-
mer units derived from hydrox-
ethyl methacrylate; for use
only in coatings that are ap-
plied by electrodeposition to
metal substrates.




