Immuno-gG SBI

Purified Dairy-Free Source
of Immunoglobulins

Immuno-gG® SBI is a dairy-free immunoglobulin
concentrate formula designed to support healthy
digestion and immune function. This purified source of
immunoglobulin G (IgG) is derived from bovine serum,
making it free of lactose, casein and B-lactoglobulins.

Life Begins in the Gut

The digestive system is the foundation of getting and
staying healthy. Although there are many benefits to a
digestive system running optimally, some key advantages
include a healthy immune system and the protection
against harmful bacteria, viruses, yeast and fungus.

Immunoglobulins play an important role in both the
support of healthy digestion and immune function. They
are proteins that function as antibodies to neutralize and
eliminate unwanted toxins like lipopolysaccharide (LPS)
before they have a chance to activate the immune system
or induce inflammation.

Mechanism of Action

The method by which immunoglobulins and other
bioactive peptides found in serum-derived bovine
immunoglobulins (SBI) help to maintain gut barrier
function is believed to involve the direct binding of
microbial components found naturally in the digestive
tract. In vitro studies have demonstrated that SBl
binds to many potentially toxic microbial antigens
that appear normally in the intestinal tract (see list of
microbial components proven to bind to SBI in Table 1).
Immunoglobulins bind microbes and toxins in the Gl tract
and eliminate them prior to immune system activation.
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These microbial antigens (e.g., bacterial endotoxin) that
are present in the intestinal tract due to the normal
breakdown and turnover of resident bacteria and/or
result from the consumption of contaminated food or
water have the potential to activate the intestinal immune
system. By binding to these microbial antigens (Table 1),
SBI helps to create a complex so large that it has difficulty
penetrating the intestinal epithelium, allowing instead for
the antigenic complex to remain in the intestinal lumen
and exit the intestinal tract following normal peristalsis.

To demonstrate this action, Detzel, et al." conducted a study
using an in vitro cell culture model to show that binding
of antigens by the immunoglobulins in SBI prevented
translocation of the antigens across epithelial cells, which
in turn avoided the production of inflammatory cytokines
by adjacent immune cells. These results suggest that the
binding action of immunoglobulins in SBI helps keep
toxic antigens within the lumen of the intestinal tract and
avoid their absorption into the blood stream, which may
help manage gut permeability and immune activation
that occur with exposure to such antigens." By binding
to microbes and toxins, Immuno-gG® SBI enhances
microbiome balance and facilitates gut barrier strength,
resetting immune tolerance.
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Table 1: ImmunoLin® binds a variety of bacterial antigens

SBI Binding Component Description

Major immune activating cell wall

Lipopolysaccharide (LPS) component (lipid & carbohydrate)

Antigenic proteins that form

Flagellin appendages to provide motility

Immunostimulatory cell wall

Lipoteichoic acid (LTA) component of Gram (+) bacteria

Bacterial Antigen PAM3CSK4 Immunostimulatory bacteria
lipopeptide (synthetic)

Analog of double-stranded RNA;

Poly I:C stimulates cytokine production

Cytosine-p-guanine

dinucleotides (CpG) Bacterial DNA motif

C. difficile toxins A & B Virulence factors

Gram (-) bacteria found

Helicobacter pylori A

Whole Bacteria (lysate) Listeria monocytogenes Gram (+) anaerobic bacteria

Bacteria lacking cell wall;

Mycoplasma spp. resistant to most antibiotics

Four Reasons Serum-Derived Bovine 4. Bovine serum immunoglobulins are more stable and

Immunoglobulins are a Superior predictable than colostrum. For 15 years, over 2000
8 p production lots have been manufactured utilizing

Alternative to Bovine Colostrum the same rigorous isolation, purification and filtration
methods.These methods are deployed ina cGMP facility

. Immuno-gG® SBI is lactose-free. Colostrum is a milk-
based compound, thus products containing it include
elevated levels of lactose (a sugar present in milk that
is known to be poorly tolerated, often resulting in Gl
distress for certain portions of the general population).

. Immuno-gG® SBI provides a higher concentration
of immunoglobulins vs colostrum and the highest
protein content and the highest percentage of
immunoglobulins  [specifically  immunoglobulin-G
(IgG)] available compared to other commercially
available colostrum supplements (Table 2). The higher
IgG concentration makes Immuno-gG® SBI a more
potent source of immunoglobulins.

. Immuno-gG® SBI is the purest source of IgG
available, containing extremely low levels of endotoxin
contamination vs colostrum. Due to the nature of the
product and its collection method, bovine colostrum is
often contaminated with elevated levels of endotoxin.
Once ingested, these endotoxins are exposed to the
intestinal mucosa, potentially initiating a harmful
inflammatory response that is often associated with
increased gut permeability? and Gl distress.

that employs extensive precautions and procedures to
ensure the safety, cleanliness, stability and consistency
of each batch. In contrast, the quality and consistency
of the preparations of bovine colostrum utilized in
dietary supplements can vary based upon the following
variables:

the cow’s disease and breeding history?
the collection time post-calving®

the volume and method of collection utilized to
avoid bacterial contamination®

the length of time collected material remains in
storage prior to processing.

The factors outlined above may partly explain the
inconsistencies observed in the results from clinical studies
conducted with colostrum supplements® In summary,
while bovine colostrum is well-researched and proven
in multiple commercial product formulations, evidence
from composition studies indicates that in a head-to-
head comparison, serum-derived immunoglobulins are
the superior alternative for digestive health and immune
support dietary supplement applications.



Table 2: Comparison of ABI and Representative Colostrum Products

SBI Colostrum Product #1* Colostrum Product #2°
Serum-Derived Immunoglobulin Hiahly Concentrated

Product Description immunoglobulin/Protein Concentrate from Colostral gCo)I,ostrum 10G

Isolate (SBI) Whey Peptides 9
No. lots tested 3 3 2
% Protein 90.6 + 1.1 72.4+3.7 74.1 £ 0.9
% IgG 52.4+0.7 31.5+£29 35.3+3.5
% Lactose Below LD® 8.1+1.9 8.3+0.7
Endotoxin (EU/mg) 0.3 +£0.1 2.4+0.5 1.8+0.7

ANames of products tested are available upon request.

BLD, limit of detection. The lactose content of SBI is typically below the limit of assay detection
(0.15%) since SBlI is purified from plasma which does not contain lactose.

Over 40 Human Clinical Trials
and Studies

ImmunoLin® is a branded ingredient with over 40 human
studies demonstrating its clinical efficacy in digestive and
immune health.”7® In an open-label human clinical study,
Gl-challenged patients showed positive outcomes in
several areas, including inflammatory balance, gut barrier
function and immune cell counts."'8'® Subjects were
given 2.5 g serum-derived bovine immunoglobulins twice
daily, which resulted in increased CD4+ counts in the
duodenum after eight weeks, indicating a regenerative
effect on the tissue and immune function in the intestines.

Purest IgG on the Market

Immuno-gG® SBI contains Immunolin®, a purified Median cells / mm?
protein-based (>90%) source of serum-derived bovine p=0016
immunoglobulin/protein isolate (SBI) that is manufactured

using a tightly controlled and highly reproducible process Figure 1: Duodenal GALT Inmune
at an FDA-inspected facility. By using vertically integrated Reconstitution with SBI'7/81?

closed-loop processing, all points of the supply chain are

tightly controlled, which results in the cleanest IgG on the

market. Key Benefits":

Immuno-gG® SBI contains 2.42 mg of Immunolin®. As a - Enhances mucosal immunity

result, this product helps to strengthen gut barrier health - Supports Gl barrier health and integrity

and integrity, support a healthy immune system and - Helps maintain normal inflammatory balance
maintain normal inflammatory balance.”
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Supplement Facts

Serving Size: 4 Capsules
Servings Per Container: 30

Amount Per % Daily
Serving Value

Calories 10

Protein 29 4%t

Serum-Derived Bovine Immunoglobulin

Concentrate (ImmunoLin®) 2429 *
Immunoglobulin G (IgG) 115¢ *

1 Percent Daily Values are based on a 2,000 calorie diet.
* Daily Value not established

Other ingredients: Capsule shell (gelatin and water) and sunflower lecithin.
This product is dairy, gluten and GMO free.

ImmunoLin® is a registered trademark of Entera Health, Inc.

RECOMMENDATION: Four (4) capsules each day as a dietary supplement or
as otherwise directed by a healthcare professional.

KEEP OUT OF REACH OF CHILDREN
Store in a cool, dry area. Sealed with an imprinted safety seal for your
protection.

Product #5292 Rev. 09/20

Immuno-g Immuno-gG® SBI Powder
2.6 ounce jar (#5293)
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Supplement Facts

Serving Size: 2.5 g (approx. 1 scoop)
Servings Per Container: 30

Amount Per % Daily
Serving Value
Calories 10
Protein 29 4%t
Serum-Derived Bovine Immunoglobulin
Concentrate (ImmunoLin®) 25¢ *
Immunoglobulin G (IgG) 129 *

1 Percent Daily Values are based on a 2,000 calorie diet.
* Daily Value not established

Other ingredients: Sunflower lecithin.
This product is dairy, gluten and GMO free.

ImmunoLin® is a registered trademark of Entera Health, Inc.

RECOMMENDATION: One scoop of Inmungo-gG® SBI Powder each day or as
otherwise directed by a healthcare professional.

KEEP OUT OF REACH OF CHILDREN
Store in a cool, dry area. Sealed with an imprinted safety seal for your
protection.

Product #5293 Rev. 09/21
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