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Associate Commissioner for Compliance Sam Fine discussed the upcoming April 1
public hearing on iron in flour and bread (See FOOD CHEMICAL NEWS, March 11,
Page 46), indicating that there will be a pre-hearing conference, and that a possible
date for that is March 25. Fine said FDA is "determined” that the hearing will not
be a "circus," but will be "an orderly proceeding" sticking to the issue of safety.

Additional appearances have been filed for the iron-in-bread hearing (See FOOD
CHEMICAL NEWS, March 11, Page 29) by Dr. William H, Crosby, of the Scripps
Clinic and Research Foundation; Consumers Unionfs Dr, A. Karim Ahmed; Cooley's
Anemia Blood and Research Foundation for Children's Edward D. Paradiso, Nunzio
D. Cazzetta, Carmine Geonie, and Dr., Edward C. Zaino; and Order Sons of Italy
in America's Dominic R. Massaro.

Crosby, a hematologist who has been one of the staunchest opponents of increasing
iron levels in bread, is being represented by consumer advocate Anita Johnson,

who requested that FDA move the public hearing from the Parklawn Building to
FDA's Washington FCB 8 building.

Cooley's anemia is an iron binding disorder, which is also known as "Mediterranean

anemia."
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. FDA MAY REVOKE PRIOR SANCTION FOR PVC FOOD PACKAGING

The Food and Drug Administration is considering a proposal to revoke the "prior
sanction" for use of polyvinyl chloride in food packaging because of the possibility
of migration of vinyl chloride monomer.

The new proposal to make PVC a "food additive" would replace the pending proposal
which would formalize the “"prior sanction" for general food packaging under
§121.2009, but ban its use for packaging alcoholic beverages.

The agency had previously informed the Society for the Plastics Industry that more
data is required on PVC and vinyl chloride monomer migration to food (See FOOD
CHEMICAL NEWS, March 4, Page 25), but this was mainly in the context of
alcoholic beverages. Industry had previously informed FDA that new processing
of PVC would reduce migration of the monomer (See FOOD CHEMICAL NEWS,

Oct. 22, Page 26; and Dec. 24, Page 22).

FDA's doubkts about PVC packaging, especially for fatty foods, were conveyed to
SPI representatives in a recent meeting in Washington.

Agency officials noted that testimony before the Occupational Safety and Health
Administration had indicated monomer igration to foods, especially fatty foods,
and that FDA has found that regulatory agencies in other countries have found
vinyl chloride in food.
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FDA-ers say that the new-process PVC might take care of the problem, but that
"trade secret" considerations have prevented the investigations that are needed.
It is probable that firms will have to file Focd Additive Petitions, in which they
will have to demonstrate that vinyl chloride monomer migration meets a specific

limit. .

A way must be found to limit the amount of vinyl chloride monomer to less than
the sensitivity of the most sensitive method available, FDA~ers say. Current
methods are sensitive to 50 p.p.b. Officials indicate that PVC will have to meet
both tests for residues and an end-~test on the package itself.

There will also haveto be toxicological work, FDA-ers say, in order to establish
a no-effect level for vinyl chloride.

There are now a number of clearances for PVC as a "food additive" under the Sub-
part T indirect Food Additive Orders. These probably will be reviewed. FDA-ers
say there is information that PVC used in can coatings under §121.2514 for
resinous and polymeric coatings does not result in vinyl chloride getting into
the food.
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FDA GIVES C-U ACCESS TO LEAD-IN~-MILK DATA

The Food and Drug Administration and Consumers Union are continuing their faintly
acrimonious correspondence about lead in canned evaporated milk, despite the fact
that both parties are agreed that lead levels have successfully been reduced (See
FOOD CHEMICAL NEWS, Feb. 4, Page 40).

The latest letter was from FDA Commissioner Schmidt in response to a letter from
CU's George A. Pollak. '

The agency said that CU is entitled under the Freedom of Information Act to the
FDA test data and to a summary of results submitted by the Evaporated Milk As-
sociation. It is understood that CU has been unable to obtain EMA'‘s results,
since FDA lacks the Association's raw data.

Noting that CU's second survey showed lead levels within the agency's guideline,
as did the FDA and EMA data, Schmidt noted that "industry is obligated to monitor
its own production and report any lots exceeding the FDA guideline of 0.5 p.p.m.,'
and that "none has been reported nor have we found any lots exceeding the
guideline. "

Pollak had written that the tests relied upon by FDA had involved composite samples
rather than single cans, and Schmidt said that “the investigators at the Albert
Einstein College of Medicine did analyze 15 single cans of evaporated milk which
they purchased in 1972 and 1973, " finding the highest lead content 0.22 p.p.m.
and the average 0,11 p.p.m.
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