WalkFit, LLC
WalkFit™ Orthotics
BASIS OF INQUIRY

Direct response advertising for WalkFit Orthotic insoles, marketed by WalkFit, LLC (“WalkFit”), came to the attention of the Electronic Retailing Self-Regulation Program (“ERSP”) pursuant to its routine monitoring program. The thirty minute infomercial featured spokesman Stuart Pankin recounting his tour across America visiting WalkFit users, while demonstrating the efficacy of the product on stage with podiatrist Dr. Allen Selner and co-host Mimi Umidon. Demonstrations on stage of how the WalkFit insoles realign the foot are punctuated with consumer testimonials describing how the insoles positively affected the foot and lower body pain of WalkFit users. In its review of the advertising, ERSP called WalkFit’s attention to the following core claims that were communicated in the infomercial:

1.   Establishment Claims

· “Independent clinical study conducted by doctors over 90% got pain relief in their foot, knees, hips, and back…”

· “92%- foot/ankle…97% Knee…92% hip….98% back…”

2. Performance Claims

· “Uniquely designed to get you back on your feet pain free.”

· “We’re not just talking about a foot problem, we’re talking about fixing a body problem too.”

· “Virtually indestructible.”

· “They straightened their feet and all their other problems went away.”

· “Help eliminate knee, hip, and back pain.”

· “Immediate help.”

· “Great for kids.”

· “You’re going to feel better the very first time you wear them.”

3. Testimonial Claims
· “I couldn’t walk...I couldn’t even go to the market…when this came out… I can walk again.”

· “…worked right away.”

· “I have not had to go back to physical therapy.”

· “I hobbled along…I can walk for as long as I want…I can hike, I could probably even jog…”

ERSP informed the marketer that it was also concerned that the following disclosure, which appeared on the  WalkFit website, did not appear in the 30-minute infomercial:

“Warning for Diabetics or Those with Circulation Problems

If you are a diabetic, suffer from chronic foot pain, persistent joint problems, have numbness in your feet or circulation problems, check with your physician before wearing WalkFit™ Orthotics. Approval from your doctor is of great importance. If you suffer from one of the above conditions and a physician's approval cannot be obtained, please return your WalkFit™ Orthotics for a refund.”
MARKETER’S POSITION

At the outset of its response, the marketer indicated to ERSP that it felt some of the claims included in the inquiry should not be designated as “core,” and, thus fell outside of ERSP’s jurisdiction.  It argued that the performance claims “Great for kids” and “virtually indestructible” should instead be considered puffery.

1. Establishment Claims

WalkFit submitted an independent study conducted by Clinical Research Laboratories, Inc. (“CRL”) in September 2001 as support for both the establishment and performance claims communicated in the infomercial.  The study included 117 male and female subjects, all diagnosed with foot misalignments, who wore WalkFit insoles over a four week period.  Subjects were asked to assess the level of pain in various parts of the foot and lower body at the beginning of the study, after two weeks and after four weeks. The subjects were directed to increase the amount of wear time of the WalkFit insoles over the course of the testing period (up to a maximum of eight hours per day).

According to the study, at least 90%, and up to 98%, of test subjects reported pain reduction in the relevant areas examined.  Additionally, the perception of overall pain decreased at a statistically significant level along with the inability to perform normal activities.  Therefore, the marketer argued, the study illustrated that WalkFit insoles, worn over a four week period, significantly decreased pain and discomfort for those who suffer from foot misalignments or abnormal foot pronation and substantiated the express claims that “Independent clinical study conducted by doctors over 90% got pain relief in their foot, knees, hips, and back…” and that WalkFit reduces pain “92%- foot/ankle…97% Knee…92% hip….98% back…”.
2. Performance Claims

The marketer re-iterated its concern that the claims in the inquiry do not constitute “core” claims, but nevertheless addressed the claims at issue. WalkFit provided ERSP with a Notice of Allowance for a patent to support the claim that the insoles were “Uniquely designed to get you back on your feet pain free.”
WalkFit directed ERSP’s attention to the CRL study to address the performance claims at issue in the inquiry. According to the marketer, the CRL study demonstrated that the WalkFit insoles significantly reduce pain and discomfort in specific areas of the foot and aid in the reduction of overall pain from misalignment.
The marketer emphasized that the qualifying term “Help” in the claim “Help eliminate knee, hip, and back pain” effectively puts consumers on notice that the claim is not intended to mean “complete” elimination.  Nevertheless, the marketer referred to the clinical study, in which over one third of the study participants reported either complete, or virtually complete, pain elimination in these areas at the conclusion of the four week study. Therefore, according to the marketer, the statistically significant results supported the “elimination of pain” references.  

The marketer further emphasized that the immediacy claims must be assessed in their proper context. The CRL study illustrated substantial pain relief benefits after two weeks of product use, which became even more significant after four weeks, therefore illustrating that the accumulating benefits would mean that pain relief would start as soon as the subject began wearing the product.  Further, the marketer stated that the immediacy claims could also be attributed to comfort levels, as obviously inserting a padded insole into a shoe will result in foot comfort during the first wear. Comfort, the marketer maintained, should be included in the interpretation and assessment of the immediacy claims.

3. Testimonial Claims

The testimonial claims cited in the infomercial reflect the actual experiences of WalkFit users, according to the marketer.  Further, the marketer stated that based on the substantiation provided by the CRL study, these claims reflect the range of results in which the product could be expected to perform. In addition, prominently placed disclosures accompanied the testimonials to reflect the fact that these were unique (i.e., atypical) results.
4. Diabetes Disclosure
In response to the concern that, unlike on the website, there was no warning addressed to diabetics and consumers with circulation problems in the infomercial, the marketer stated that such a warning is unnecessary because the notice is highlighted in the product manual.  Accordingly the language in the manual allows those affected by the warning to seek physician approval, and if it is not received, to return the insoles for a full refund.  The marketer also maintained that a disclosure regarding atypical results is not necessary nor is it relevant to the diabetes warning.
ANALYSIS

ERSP recognized that that the term “virtually indestructible” would be reasonably understood by consumers as a statement of puffery and agrees that it is not a core claim pursuant to the ERSP Procedures. However, ERSP remained concerned that the claim “great for kids” could reasonably imply that it is both safe and efficacious for children when reinforced by multiple repetitions of “everyone can use [WalkFit Orthotics]” in the advertising.
1.
Establishment Claims
The Clinical Research Laboratories study submitted by WalkFit provided a reasonable basis for the two establishment claims communicated in the advertising for the WalkFit Orthotic insoles. The CRL study indicated that pain relief was achieved in 92% of subjects in the foot/ankle region; 97% in the knee; 92% in the hip region; and 98% in the back. Given the adequate number of subjects whose use of the insoles resulted in significant improvement, together with the statistical relevance of the results, ERSP determined that the WalkFit study provided a reasonable basis for the establishment claims pertaining to independent clinical testing. 

2.
Performance Claims

ERSP agreed with the marketer that the claim “Help eliminate knee, hip, and back pain” is not an absolute claim.  Accordingly, the CRL study did provide a reasonable basis to support the claim with a statistically relevant number of subjects (i.e., over one third) reporting complete elimination of pain at the conclusion of the four week study. Further, this study also supported the claim that “They straightened their feet and all their other problems went away,” as the study reflected improvements in the knee, hip, and back regions of the body after wear of the WalkFit Orthotics.

Although ERSP was at first troubled with the connotation of immediate relief from some of the performance claims in the advertising, the marketer called ERSP’s attention to the subjective nature of the claim “You’re going to feel better the first time you wear them.” In this instance the immediacy of the claim is referring to the comfort of placing a padded insole in the shoe, rather than directly discussing pain relief.  Further, the data does show a significant improvement in the condition of the study participants from the beginning of the study to the two-week analysis point, supporting the premise that pain relief has started from the beginning of the study.  ERSP therefore agreed that the marketer has provided a reasonable basis for the immediate performance claims. ERSP also agreed that the information contained in the Notice of Allowance provided an adequate basis for the claim pertaining to WalkFit insoles’ unique design.

However, ERSP remained troubled by the claim “great for kids.”  Although WalkFit does not feel that this is a core claim, ERSP believes that the claim, in conjunction with multiple reinforcements of the message that “everyone can use [WalkFit Orthotics]” leads to an understanding that this product may also be designed for children.  Given that testing did not include children, nor were the sizes sold by WalkFit inclusive of child sizes, ERSP remained concern that this could be potentially misleading.  During conversations with the marketer, WalkFit agreed to include a disclosure listing the sizes available in future advertising and making this information available at the call centers immediately. ERSP concluded that this is an appropriate clarification which addresses its concerns and determined that other modifications are not necessary.

3.
Testimonial Claims
ERSP was satisfied that the testimonial claims used in the infomercial are supported by the submitted CRL study. ERSP also feels that the disclosures placed on the testimonials reflect the fact that these were the unique results achieved by specific users of the WalkFit insoles. Therefore, ERSP concluded that these testimonial claims have been substantiated by the information provided by the marketer.

4.
Diabetes Disclosure
ERSP was satisfied that the disclosure on the website for diabetics when accompanied by the same disclosure on product packaging is sufficient to alert consumers with such conditions about the need to consult a doctor before wear.

CONCLUSION

ERSP determined that WalkFit provided a reasonable basis for its establishment claims, given that the CRL study submitted did illustrate that over 90% of subjects received pain relief after use of the WalkFit insoles. ERSP also concluded that this study substantiated the general performance claims made in the infomercial. However, ERSP still was concerned about the claim “great for kids” but was satisfied by WalkFit’s addition of a disclosure of available sizes in future edits of the show and the inclusion of this information at call centers.  ERSP determined that the testimonials in the infomercial, with the use of additional disclosures to the statements of consumers, were supported by the study submitted into case record.  ERSP was also satisfied that the disclosure for diabetes used on the website and not in the infomercial, when displayed prominently on product packaging, adequately alerted consumers with this condition to seek a doctor’s approval before wear. 
MARKETER’S STATEMENT

WalkFit, LLC ("WalkFit") is pleased that ERSP has concluded that the core establishment, efficacy and testimonial claims for WalkFit™ orthotics have been fully and properly substantiated. In particular, WalkFit is gratified that ERSP determined that the clinical study submitted by WalkFit, which demonstrated that over 90% of subjects received pain relief after use of the WalkFit™ insoles, provided a reasonable basis for the general performance claims. (While WalkFit believes that the statement "great for kids" is appropriate in light of the wide choice of sizes in which the product is available, WalkFit will take ERSP's comments regarding this statement into account when preparing future edits of the commercial.) WalkFit is a strong supporter of the ERSP process and appreciates ERSP's thorough review and consideration of this program and of the substantiation data provided by WalkFit. 
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