Proposed FDA Regulation to Establish a Premarket Notification Program for Qualified Health Claims for Food Labeling

Introduction
This analysis accompanies the attached draft regulation that would establish a premarket notification, rather than a premarket approval, program under which FDA would review proposed qualified health claims for food labeling.  It would apply to health claims that do not meet the statutory standard of “significant scientific agreement” established in section 403(r)(3)(B)(i) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) but that do meet the lower standard of credible scientific evidence established in the Pearson litigation.

Definition of a “Qualified Health Claim”

In the Pearson case, the United States Court of Appeals for the District of Columbia Circuit characterized the type of scientific information sufficient to support a health claim under the First Amendment to the United States Constitution as “credible evidence.”
  The court placed the burden on FDA to demonstrate with “empirical evidence” that a qualified claim is nonetheless deceptive and can therefore can be banned.
  The United States District Court, in the litigation that followed the decision of the Court of Appeals, has adopted a “credible scientific evidence” standard.

Accordingly, the draft regulation provides that a qualified health claim must be supported by information that constitutes credible scientific evidence but that does not reach the statutory standard of significant scientific agreement that would justify an unqualified health claim.  The definition acknowledges that a qualified health claim must either be worded, or qualified by explanatory information, disclaimers, or other qualification, to assure that the claim accurately conveys the supporting information and is not misleading.  In many instances, the wording of a claim itself will incorporate a limitation or qualification, or will be accompanied by explanatory information, thus making frank disclaimers unnecessary.  It is preferable to include the limitations and qualifications as a direct and integral part of the claim, rather than using disclaimers that conflict with the claim, because a claim that first states the matter positively and then qualifies it negatively will be far less understandable and useful to consumers.

The draft regulation includes a definition of “credible scientific evidence.”  The standard of credible scientific evidence would be met by any scientific study that satisfies long-established principles of scientific investigation -- e.g., a written protocol that describes the investigation in adequate detail, the informed consent of the test subjects, a statistical analysis of the results, and a written report reviewing the investigation and containing the conclusion.  The type and quantity of evidence required to support a claim will depend on how the claim is worded, i.e., on exactly what claim is being made.  

In determining whether a claim is misleading, the draft regulation adopts the “reasonable person” standard announced by FDA in its most recent guidance, released on December 18, 2002.
  It is unnecessary to state in this definition that a qualified health claim supported by credible scientific evidence must be permitted by FDA, under the First Amendment, unless the agency can demonstrate by empirical evidence that it is misleading or deceptive.  The courts have already established this legal principle and it is unnecessary to repeat it in the definition.

The courts have held, in earlier litigation, that the requirement in the FD&C Act for submission of a proposed health claim to FDA, and an FDA decision on that proposed claim, prior to use of the claim, does not violate the First Amendment.
  Accordingly, whether a proposed health claim is a significant scientific agreement claim or a credible scientific evidence claim, it is subject to review by FDA prior to use in the marketplace.

Relationship of a Qualified Health Claim to a Significant Scientific Agreement Claim

Section 101.70 of the current FDA regulations contains the requirements for petitions for significant scientific agreement claims.  Until now, all qualified health claims have been initiated through a petition under Section 101.70 for a significant scientific agreement claim.  After FDA has determined that the petition does not meet the significant scientific agreement standard, the agency has then engaged in discussion with the petitioner and ultimately permitted a qualified health claim by a letter that is then posted on the FDA website.  Accordingly, it is appropriate to amend Section 101.70 specifically to recognize this process.  The draft regulation would add a new subsection (k) to Section 101.70 to state that, if a significant scientific agreement petition is denied, two alternative procedures may be followed.  First, the petition may be converted to a premarket notification for a qualified health claim without the submission of any additional documents.  Second, the person who submitted the petition may withdraw it and then submit a premarket notification.  The draft regulation emphasizes that submission of a significant scientific agreement claim petition is not a prerequisite to submission of a qualified health claim premarket notification.  

Procedure for Premarket Notifications for Qualified Health Claims

In order to establish a premarket notification procedure for qualified health claims, a new Subpart would be added to the existing Part 101 of the FDA regulations, which governs food labeling.  New Section 101.20 would set forth the entire new procedure for qualified health claims.  

There are sound public policy reasons, as well as legal authority, for establishing a separate premarket notification process for qualified health claims independent of the pre-market approval requirements for significant scientific agreement claims.

First, this is essentially the same procedure that FDA has in fact been following under the Pearson decision.  Petitions for significant scientific agreement claims have been converted to the equivalent of qualified health claims notifications, and FDA has made its determinations through letters rather than through notice-and-comment rulemaking.  This process is entirely lawful and need not be changed.  

Second, it would be burdensome and wasteful for both FDA and the regulated industry to require that a claim that the interested person knows does not meet the significant scientific agreement standard nonetheless be the subject of a full petition for such a claim, only to be turned down and then reconsidered as a qualified health claim.  Instead, interested persons should be encouraged to submit a request directly for a qualified health claim where there is credible scientific evidence but not significant scientific agreement.

Third, a premarket notification procedure is more efficient and requires fewer resources at FDA.  Under the FD&C Act, a significant scientific agreement claim must be the subject of full notice-and-comment rulemaking, thus requiring the development of two extensive preambles analyzing all the scientific evidence.  Because a qualified health claim is a constitutional right for which there is no mandatory procedure under the FD&C Act, on the other hand, it is not subject to the statutory requirement of notice-and-comment rulemaking and can be the subject of any reasonable and efficient administrative process.  Recent FDA experience in analogous situations has demonstrated that premarket notification is much more efficient, and no less effective, than a premarket approval system.  FDA has replaced premarket approval with premarket notification for review of GRAS substances
 and food contact materials
 and has established a premarket notification procedure for reviewing food derived from genetically modified plants as well.
  

Fourth, it can be anticipated that a significant scientific agreement claim will be less likely to be the subject of new scientific evidence that requires a change in the claim than a qualified health claim.  By definition, a qualified health claim arises at an earlier stage of scientific development.  Such a claim may well be required to be changed as new scientific information emerges.  Accordingly, a more flexible procedure, that allows FDA or interested persons to initiate a change in a qualified health claim, is justified.  

Fifth, the use of premarket notification rather than premarket approval does not require or imply that the submission made to FDA will contain any less information, or that FDA will provide any less intensive review of that information.  The draft regulation makes it clear that the same categories of information will be required to be included in a premarket notification as in a premarket approval petition.  FDA will be expected to review both with the same degree of scrutiny.  The only difference is that FDA is not required to write two lengthy and detailed preambles, but instead will conclude its review of a qualified health petition in the same way that it does now, by specifying the permitted qualified health claim and stating that the agency has no objection to the claim.

Subsection (a) of the draft regulation simply provides that any interested person could submit a premarket notification for a qualified health claim.  The proposed claim could be for a specific food (including a category or group or type of foods) or a food component or ingredient.  The remainder of the requirements in this subsection would follow those in Section 101.70(a) for significant scientific agreement petitions.  

Subsections (b)-(i) of the draft regulation would contain the same requirements for a premarket notification for a qualified health claim that currently exist for a petition for a significant scientific agreement claim.  Only minor wording changes have been made.  Sentences have been added to make it clear that the scientific evidence relied upon as support for a qualified health claim may or may not be published and may or may not be peer reviewed and that consumer testing may be submitted as part of the supporting information.  The draft regulation also incorporates the credible scientific evidence standard already discussed above.  

Subsection (j) of the draft regulation would establish the premarket notification procedure.  It provides that, within 30 days of receipt of the notification, FDA would inform the person submitting the notification of the date on which the notification was received and, if it is filed by FDA, would publish a notice of filing in the Federal Register.  If the notification is not filed by FDA, because it is deficient in some respect, FDA would inform the person submitting the notification of all the deficiencies and the notification could be resubmitted at a later date.  All of the contents of the notification would become public upon the publication of the notice of filing.  Thus it would be an open and transparent process.  

Within 60 days after the publication of a notice of filing, any other interested person could submit any data, information, or comment pertinent to the notification.  FDA would then take into account all of the additional submitted information as part of its consideration of the notification.  Interested persons could, for example, submit additional pertinent information and could suggest additional proposed claims, or an expansion or contraction of the proposed claims submitted as part of the notification.  Interested persons could also suggest additional categories of food or dietary supplements to which the claim would appropriately apply.  There would be no limitation on the type of comment that could be submitted during this 60-day period.  This would be designed to encourage all persons interested in a particular type of claim to join in one proceeding, thereby substantially consolidating and reducing the FDA workload.  In order to assure a fair process, however, no comment submitted after the 60-day period would be considered by FDA in making its determination with respect to the notification.  Such information could, of course, be considered by FDA at a later date.  

Within 180 days of the date of the notice of filing of the notification, FDA would inform the person who submitted the notification that the agency objects to the proposed qualified health claim, or that it does not object to the proposed claim, or that it objects to the specific claim or claims set forth in the notification but does not object to a revised claim or claims.  No claim could be used until FDA informs the person who submitted the notification that the agency has no objection to the claim.  Thus, no qualified health claim could be used, under any circumstances, prior to FDA review and a decision by the agency that it has no objection.  A person who wishes to use a revised claim must submit a new premarket notification.  

If FDA objects to the proposed qualified health claim, the person who submitted the notification would have the legal right to challenge that FDA decision in court under the First Amendment standards established in the Pearson litigation.  There is no need, however, to spell out this legal right in the draft regulation.  When FDA objects to a claim, the agency would be required to spell out its reasons in writing and to explain why no qualification of the claim would make the claim not misleading to a reasonable person.  

If FDA does not object to an alternative form of a claim that the person submitting the notification nonetheless finds unacceptable, the person also has the right to challenge the FDA decision in the courts.  In the meanwhile, FDA could publish the claim in spite of a court challenge, and anyone could use the claim who wishes to do so.

In some instances, FDA may find that 180 days is insufficient time in which to make a decision on a proposed qualified health claim.  The draft regulation would provide for the possibility of two extensions of 30 days each.  

All of the qualified health claims that have been agreed to by FDA thus far have been the result of informal discussion between the person who submitted the claim and the responsible FDA officials.  This is a far more efficient and effective process than relying on the repeated exchange of formal documents.  Accordingly, the draft regulation would emphasize that the parties shall engage in informal discussions throughout the review period in order to attempt to reach agreement on an appropriate qualified health claim.  

An FDA decision that it has no objection to a qualified health claim has thus far been made in the form of a written letter stating its decision and the specific qualified health claim involved.  This letter has been placed on the FDA internet website.  The draft regulation would propose to retain this procedure.  The draft regulation would also require FDA simply to publish a brief notice of the new qualified health claim in the Federal Register, in order to provide adequate notice to the entire public.  

Finally, new information may arise that requires consideration of a change in a qualified health claim.  The person who submitted the notification could at any time submit to FDA a new notification proposing such a change, using the same form already described for a premarket notification.  FDA could also, at any time, inform the person who submitted the original premarket notification that based on new information the agency believes that a claim should be reworded or withdrawn.  After full and frank discussion between the parties, if FDA concludes that its earlier letter should be modified or withdrawn, it would have the right to do so.  Thereafter no person could use the qualified health claim except in compliance with the new FDA letter.  The person who agreed to the earlier qualified health claim could, of course, contest such FDA action in the courts.  
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