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In review of EMC 158, the joint commenters are urging the FDA to allow unsubstantiated health claims on labeling or advertising, and  also suggesting that manufacturer’s be allowed to promote off-label use, this has not been successful in the past re: Fen-Phen, through the guise of the protection of free speech under of the First Amendment. 

Previous court cases to which the commenters have been part to include: Pearson v. Shalala, No. 98-5043, 98—5084.  164 F. 3d 650, Argued Dec 1, 1998, Decided Jan. 15, 1999.   

As is represented from this court case, 

The American Preventive Medical Association, stated that, “A ‘health claim’ is a claim made on the label or in labeling of … a dietary supplement that expressly or by implication… characterizes the relationship of any substance to a disease or health-related condition.”  Within FN10, “Similarly, we see no problem with the FDA imposing an outright ban on a claim where evidence in support of the claim is qualitatively weaker than evidence against the claim—for example, where the claim rests on only one or two old studies”..

This case was remanded to the FDA, not in terms of suppression of first amendment, but rather to explain what it meant by significant scientific agreement or, at least what it does not mean.  This case exemplifies that Food, Dietary Supplement, Drug or Device firms do have recourse within our judicial system when they feel that they are being “over-regulated” or that their First Amendment rights have been compromised.

The FDA retains the authority to seize any supplement that has been proven to cause significant harm.  Likewise, mail, television and print advertisements of supplements make the dietary supplement industry appear regulated, and therefore consumers may feel that the supplements are safe and controlled.  This is not the approach that Congress intended during the creation of the Food, Drug and Cosmetic Act as stated in:

Supreme Court Decision: United States v. Bacto-Unidisk, Supreme Court of the United States, 394 U.S. 784, 89 S. Ct. 1410, No. 343, 22L. Ed. 2d 726, Argued Jan. 23, 1969.  Decided April 28, 1969.  Rehearing Denied June 9, 1969.  See 395 U.S. 954, 89 S. Ct. 2013.  The Honorable Mr. Chief Justice Warren delivered the opinion of the court, excerpt as follows:

“…. At the outset, it is clear from Section 201 that the word ‘drug’ is a term of art for the purposes of the Act, encompassing far more than the strict medical definition of that word.  If Congress had intended to limit the statutory definition to the medical one, it could have so stated explicitly….and let the definition rest there.  The historical expansion of the statute’s definition, furthermore, clearly points out Congress’ intention of going beyond the medical usage…..”  The historical expansion of the definition of drug, and the creation of a parallel concept of devices, clearly show, we think, that Congress fully intended that the Act’s coverage be as broad as its literal language indicates – and equally clearly, broader than any strict medical definition might otherwise allow….But we are all the more convinced that we must give effect to congressional intent in view of the well-accepted principle that remedial legislation such as the Food, Drug, and Cosmetic Act is to be given a liberal construction consistent with the Act’s overriding purpose to protect the public health…..

An even earlier ruling of United States v. An Article of Food…’Manischewitz…Diet Thins’,  377 F.Supp. 746, No. 72-C-906, April 5, 1974, The Honorable District Judge Judd.  The defendants had labeled the “crackers” as “Diet Thins”, in fact the crackers were the same caloric content as other crackers on the market.  The Judge concluded….”It is not necessary to show that anyone was actually misled or deceived, or that there was any intent to deceive.  As the Supreme Court stated in United States v. 95 Barrels-Cider Vinegar, 265 U.S. 438, 442-443, 44 S. Ct. 529 (1924), at p. 531, 68 L.Ed. 1094:  ‘The statute… condemn(s) every statement, design and device which may mislead or deceive.’  The same principle has been applied in this circuit United States v. An Article – Sudden Change, 409 F.2d 734, 740 (2d Cir. 1969).  In the Sudden Change case, the court said that the test is not the effect of the label on a ‘reasonable consumer’, but upon ‘the ignorant, the unthinking and the credulous’ consumer. …. Purchasers of diet products are often ‘pathetically eager’ to obtain a more slender figure…”

These, and other, court decisions render that the Food and Drug Administration should continue to monitor (and strengthen) health claims made by food, drug, supplement, or device manufacturers in order to protect the public health.   

And further, that Congress, through the passage of the Food, Drug and Cosmetics Acts and subsequent amendments, intended for the Food & Drug Administration to have as its core value, the protection of the public health.   Requiring manufacturer’s to substantiate health claims is not a violation of first amendment rights.

Respectfully submitted,

Dwayne Calek

Food & Drug Law I

Temple University
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