Ingredients for Success:

The Right Clinical Trial Design
Should Support Label Claims
You Can Actually Use.

Research is Not Enough.
Dietary supplements have faced increased scrutiny in recent years for their claims
made either on labeling or in marketing pieces. Consequently, clinical trials
conducted to support these claims have been put under a microscope, both by
regulatory authorities and consumers.
Choosing a clinically-supported ingredient is an important choice for formulators. However, it has become clear that
having a research-backed ingredient is no longer enough. Checking the box of having a clinical trial done is not
sufficient to satisfy regulatory authorities as well as discerning, health-minded customers.

What the FTC Needs vs. Real World
The Federal Trade Commission (FTC) is looking for well-controlled, human clinical trials to support
product claims.(1)
However, many trials may be case-specific or at least dependent upon the type of product and
claims that are intended to be made.(1)

In FTC’s dietary supplement advertising
guide, an emphasis is placed not only upon
statistical significance, but the
factors that dictate the clinical significance
of those findings-including the population.(2) In their guide, the FTC posed a
question for marketers to consider:

Does the study population

reﬂect the characteristics and
lifestyle of the population
targeted by the ad? (2)

Healthy Population is a Must.
The quote on the previous page is a fair point, as some ingredients may have a clinical effect that is much larger in a
population with a major disease, but may have less dramatic effects in a healthy population. Nonetheless, using a
healthy population is what creates the greatest opportunity for dietary supplement brands and marketers to generalize
the benefits of products to a larger audience.

Disease Studies Are a No Go
Even without considering the broader market appeal for claims, the advantages of utilizing a
healthy population extend to FDA regulations as well. Discussing in marketing copy a study that
involves a population with a diagnosed disease may be an implied disease claim in the eyes of
the FDA.

Less Worrying, More Freedom
Using a truly healthy population gives brands and marketers greater freedom to talk about
the substantiation behind a product’s ingredients in multiple mediums, (print, digital,
etc.),without worrying about the need to censor or omit certain details of the study.

Healthy Status is the Way to Go
In an age of digital access and transparency, omitting details such as the subject demographics
of a study may only leave customers with more questions and concerns than answers. In FDA’s
guidance (non-binding recommendations) for dietary supplement substantiation, similar to FTC,
the FDA emphasized that the health status of the study subjects is an important consideration.(3)

When deciding what ingredients are going to serve as the “clinicallybacked anchor” to support your product, it’s not just what the claims
are, but how they can be applied to your customers and how your
customers can be informed of them.

Success in the Details.
Maximize the Benefits
Dietary supplement clinical research design and planning doesn’t stop at the laboratory.
To allow brands and marketers the greatest opportunities to cite and have meaningful
discussions with customers about new research, one must also be careful about the title
of the manuscript and the journal in which the clinical trial is published.

Expert Peer Pressure
Even if all of the above criteria are met, it’s also important to choose a peer reviewed journal.
Per FDA, although unpublished studies can serve as substantiation, clinical trials published in
peer reviewed journals are more likely to have been reviewed by qualified experts(3) and as
a result, are more likely to withstand scrutiny from regulatory authorities and the public.

A Model Case Study for Success
A recent publication(4) examining the effect of NEM® brand natural eggshell membrane on
protecting cartilage was carefully developed by Stratum Nutrition (Carthage, MO, USA). The
journal, Clinical Interventions in Aging does not include any mention of disease states, and
the same can be said for the manuscript title (“Beneficial effects of natural eggshell membrane versus placebo in exercise-induced joint pain, stiffness, and cartilage turnover in
healthy, postmenopausal women.”) The study went a step further and used a biomarker,
(C-terminal cross-linked telopeptide of type-II collagen (CTX-II)), that has been recognized as
an indicator of cartilage degradation but is not considered a diagnostic tool for arthritic
diseases (presently). This allows brands to discuss the cartilage protection benefits of NEM®
while simultaneously avoiding disease claims.

Key Takeaways.
While human clinical trials are key to supporting claims, it is equally as
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important to ensure the population studied represents the customers that
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Where the clinical trial is published can greatly influence the ability to
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The measures used to assess the effects in the population may be just as

are using the product.

incorporate said trial into marketing efforts.

important when it comes to explaining the benefits of a product to customers.
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Would You Like to Further
Discuss the Latest NEM® Study?
Our first of it’s kind, healthy population, joint health clinical study could help
separate your next joint health product from the rest. It supports the use of pain
and stiffness reduction label claims as well as a cartilage protection label claim
- all from just one ingredient and only 500 mg once a day.*†

Contact Us

*These statements have not been evaluated by the U.S. Food and Drug Administration. This product is not intended to diagnose, treat, cure, or
prevent any disease. The material included in this document is intended for informational and educational purposes only and does not supersede the
requirement for submitting claims to the FDA. † Exercise-induced.
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