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The superabsorbent material featured in
Superabsorbent Supplements is composed of
polyacrylic acid polymer that yields a flowable,
gel-like material when exposed to fluid. The
superabsorbent material absorbs up to 65
times its weight in fluid in vitro.

Schematic of structural formula:

The actual polymer has many crosslinked
polyacrylic chains that results in a three-
dimensional, porous network that abserbs and
traps fluid and ions contained in fluid.

The polyacrylic acid polymer in
Superabsorbent Supplements is
recognized as safe by global regulatory
agencies.

The following determinations support
its safe use by consumers:

® Inclusion in the Priority-Based
Assessment of Food Additives (PAFA).

Recognized by the Codex Alimentarius
Commission of the World Health
Organization (WHO) as a food additive.

Not classified as hazardous by the
Globally Harmonized System (GHS).

Recognized as safe, non-toxic, and non-
carcinogenic by the National Toxicology
Program (NTP), International Agency
for Research on Cancer (IARC), and
Occupational Safety and Health
Administration (OSHA).

Included in the EU List of Authorized
Food Additives and approved for use in
food supplements. (EU 2023/440)

The superabsorbent material is also recognized
as direct and indirect food additives permitted
for human consumption by the FDA:
= Direct food additives: 21 CFR 177.1211(a)(2)
= Secondary direct food additives:

21 CFR173.310
= Food treatment: 21 CFR 173.73
This is informative for the safe use in human
consumption because the absorbent material
can be in contact with the same gastrointestinal
tissues when used as an additive in food as
when used in Superabsorbent Supplements.

Numerous studies on safety are available in
public literature that also support that the
material is known to be biocompatible and safe,
including but not limited to:

= Thompson, E., et. al., Lack of genotoxicity
with acrylate polymers in five short-term
mutagenicity assays; Environmental and
Molecular Mutagenesis 14: 98-106 (1989)

Lindenschmidt, R. et. al., Effects of oral
administration of a high-molecular weight
crosslinked polyacrylate in rats; Fundamental
Applied Toxicology 17(1): 128-135 (1991)

Superabsorbent polymers are capable of absorbing large amounts of fluid inside their
porous, three-dimensional networks without dissolving or losing their structural integrity.
Absorption by the polymeric material is governed by fluid penetration into the microscopic
pores of the dry material. The polymer responds elastically with the mechanical dispersion
of fluid through the material.

Superabsorbent polymers have been cleared by global regulatory agencies for numerous
uses and indications including wound care, oral care, rectal care, transdermal systems,
bioreversible lung plugs, spinal stents, ophthalmic applications, injectable polymeric
systems, and numerous other uses on and within the body.

Superabsorbent technology for use in the gastrointestinal tract is a growing industry —
with over a billion dollars invested in clinical studies to support safety and effectiveness.

As with anything that travels through the Gl tract, there can be a risk of adverse abdominal
effects such as abdominal distention or discomfort.

In general, data from clinical and non-clinical studies of the superabsorbent material in
Superabsorbent Supplements supports that use of the material is low risk, safe for use,
and safe for its intended use. Studies support that the probability of risk is low, and the
severity of risk is low, with no long-term negative effects of use.

Any adverse events are expected. Any adverse events are generally dose dependent, mild
to moderate, transient, reversible, and resolve without medical treatment or pharmacologic
intervention.

Studies support that many people will not experience any adverse events from use of the
superabsorbent material in Superabsorbent Supplements. Generally, use is well-
tolerated.

In general, the most commonly observed adverse events were abdominal pain and
abdominal distension.

Other adverse events that were infrequently or not observed but could possibly occur
include:

- Nausea - Vomiting - Headache - Loose stools
- Diarrhea or constipation - Mucosal irritation - Flatulence - Belching
- Decreased appetite - Muscle cramps - Decreased and increased thirst

Any expected adverse events from concomitant illnesses should be considered separate
and different from those adverse events related to use of the superabsorbent material. The
superabsorbent material in Superabsorbent Supplements is not associated with and has
not demonstrated any serious risks.
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