
FDA Proof Source
Direct Food Contact and the Functional Barrier Concept Defined

Position Letters from the Food & Drug Administration

April 21, 1989
Fred Bichaylo sent a letter to Mary Lipien, Consumer Safety Officer, at the FDA’s Center for Food Safety and
Applied Nutrition (CFSAN).  He was seeking her opinion on printing inks in direct contact with dry cereal.

June 1, 1989
Mary responded and agreed with Fred’s assessment on the proper ingredients to use for food contact but added
if a resinous coating was used the ink ingredients would not need to be approved.

July 17, 1989
Fred wanted Mary to define resinous coating as being an effective functional barrier given the fact that most printing
methods would only deposit thin film thicknesses.  Therefore it would be difficult to ensure a continuous film with no
pinholing.

July 31, 1989
Marvin Mack, Consumer Safety Officer, agreed with Fred and defined a functional barrier:  “Even though a
resinous coating is acceptable on the basis of its containing components approved under the food additive regula-
tions for their use, it must be applied in such a manner that forms an effective functional barrier; that is, it must be of
sufficient thickness and continuity that it prevents the ink from passing through the coating and migrating to food.
The manufacturer must employ good manufacturing practices to ensure that the coating has formed a continuous
coating over the ink and substrate so that no “pinholing” is present and/or the coating is of sufficient thickness to
prevent migration of ink through it.”

October 4, 2001
Jerry Napiecek sent a letter to Joseph Levitt, Director, CFSAN, requesting that they look at previous letters
between Colorcon and the FDA to reaffirm what was understood by us.

December 6, 2001
Dr. Anna Shanklin responded to Jerry stating the “agency has not changed its standards and the opinions offered in
those letters are still valid”.  Dr. Shanklin restated the definition of functional barrier concept adding:  “If the coating
does not provide a functional barrier and if the components of your ink are not regulated for their intended use,
GRAS, or prior sanctioned, you would need to submit a food contact notification following the procedure outlined
in the proposal that published July 13, 2000, in the Federal Register, etc…..”

Additional Note:
September 1, 1999
The National Association of Printing Ink Manufacturers (NAPIM) published a White Paper titled, “Printing Ink
and Food Packaging Regulations”.  The contents included the same wording and regulatory statements which were
referenced in our exchange of information with the FDA.  The degree to which a printing ink or coating may be
reasonably expected to migrate to food is its migration potential. The burden of proof regarding no migration is the
responsibility of the food packager.
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