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The following questions are ir ded to guide the evaluation of evidence
supporting the classification of a prebiotic ingredient into
Emerging, Novel, or Established*

Does a specific dose of the ingredient lead to a health R T it B et
benefit(s)? ingredient classification

Is there at least one study that links the microbiome Not enough data to support
modulation to the health benefit?** ingredient classification

Are there any preclinical studies (e.g., in-vitro, animal, etc.)
of the ingredient?

ingredient may qualify as
Emerging Prebiotic

No May qualify as Novel

May qualify as Established

n for the ingredi

Emery . They are defined by GPA below.
i is the ideal ify an ingredient as a probiotic. However, if nat *yet" available, the ingredient may qualify as an Emerging
Prebeotic, substantiated using separate clinical studies.
“~~Based on the number and quality of clinical trials available. Limited high-gualty support Movel h-quality
evidence may qualify for ingredient classification as Established. Evaluation should be done on a case-by-case basis by a specialized GPA committee.

Based on the # of questions answered with Ves, del

Limited Evidence

GPA and its members will use the SoE Flowshart for.
- GPA can use this 1ol for its assessment and programs, including GPA NutraStrong Prebiotic Verfied. A GPA committes will determine conformance 1o these standards.
- Members can use this ol to assess their products.

Emerging: Research is underway for its Novel: Increasing research on its potential Established: Extensive research on its
potential as a prebiotic. as a prebiotic. prebiotic effect.
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The following questions are intended to guide the evaluation of
evidence supporting the classification of a prebiotic ingredient into
Emerging, Novel, or Established*

*Disclaimer: Note that Emerging, Novel, and Established are not regulated terms. They are defined by
GPA as:
« Emerging: Research is underway for its potential as a prebiotic.
* Novel: Increasing research on its potential as a prebiotic.
« Established: Extensive research on its prebiotic effect.
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Has the ingredient been preclinically and/or clinically " Not enough data to support
tested? ? ingredient classification

Yes
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Yes

Does a specific dose of the ingredient modulate the microbiome?
Not enough data to support

ingredient classification

o For example, does the ingredient contribute to microbial metabolite
production (e.g., butyrate)?

Yes



The Questions

Yes

Does a specific dose of the ingredient lead to a health

benefit(s)?

Not enough data to support
ingredient classification

Yes



The Questions

Yes

Is there at least one study that links the microbiome

modulation to the health benefit?**

Not enough data to support

ingredient classification

Yes
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Yes

Are there any preclinical studies (e.g., in-vitro, animal, etc.)

of the ingredient?
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No Yes

Are there any supporting human clinical trials of the ingredient?

o Randomized controlled trials are required. Other data, including case studies, No Ingredient may qualify as
case controls, and cross sectionals may be used as supportive evidence. Emerging Prebiotic

o A healthy population is required for prebiotic classification.

Yes

~l

Ingredient may qualify as Novel or Established Prebiotic***

***Based on the number and quality of clinical trials available. Limited high-quality clinical evidence
may support ingredient classification as Novel. More high-quality clinical evidence may qualify for
ingredient classification as Established. Evaluation should be done on a case-by-case basis by a
specialized GPA committee.
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W May qualify as Novel
Yes May qualify as Established

Additional
Consideration

|s there a prebiotic claim for the ingredient?
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Based on the number of questions answered with Yes, determine the strength of
scientific evidence/substantiation supporting ingredient classification.

Limited Evidence Strong Evidence

< 6

Emerging NovellEstablished
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Examples (Draft)

Established
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* Inulin « Acacia gum
« GOS  Resistant starch
« FOS

* Resistant dextrin
* Polyphenols
« Omega-3 fatty acids

- Amino acids
* Yeast hydrolysates
* Fungal glycans
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