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R ecently, the American 
Medical Association 
(AMA)  adopted new 

policy, which expands 
upon the AMA’s existing 
policy to call for more 
stringent federal regu-
lation of dietary supple-

ments—including increased oversight of 
manufacturing, marketing, product labeling 
and adverse event reporting.

Under the new policy, the AMA urges 
Congress to modify and modernize the 
Dietary Supplement Health and Education 
Act of 1994 (DHSEA) to allow the U.S. Food 
and Drug Administration (FDA) the authority 
to establish a mandatory product registry to 
help identify and remove dangerous dietary 
supplement products from the marketplace. 
The new policy also calls for increasing FDA’s 
authority and resources to implement and 
enforce policies related to dietary supple-
ments, such as mandatory recall, risk-based 
inspections of manufacturing facilities, and 
strengthening adverse event reporting 
systems.

In response, the Consumer Healthcare 
Products Association (CHPA) stated, “Dietary 
supplements in the U.S. are regulated 
products subject to manufacturing, labeling, 
marketing and adverse event reporting 
rules established and enforced by the Food 
and Drug Administration (FDA) and Federal 
Trade Commission (FTC) under the Dietary 
Supplement Health and Education Act of 
1994,” said John Troup, PhD, CHPA vice 
president of scientifi c affairs and dietary 
supplements. “Today’s American Medical 
Association call for more stringent reg-
ulation and more FDA enforcement has 
many parallels to calls from the supplement 
industry—including members of the Con-
sumer Healthcare Product Association—who 
believe DSHEA needs to be modernized and 
strengthened.

“More than 25 years after the passage 
of DSHEA, the dietary supplements market 
has outgrown and outpaced the regulatory 
framework. Modernization is an important 
public health issue as bad actors continue to 
sell adulterated or misbranded dietary sup-
plement products. CHPA is also advocating 
for increased resources for FDA to support 

more enforcement and new regulatory tools. 
Improvements such as mandatory product 
listing and other modernizations can help 
FDA to quickly identify and remove poten-
tially hazardous and adulterated products 
from the market while also ensuring prod-
ucts meet quality standards.

“When used appropriately, dietary sup-
plements can play an important role in per-
sonal healthcare by fi lling nutritional gaps, 
supporting certain condition-specifi c needs, 
promoting healthy body functions, and 
contributing to overall wellness. Consumers 
should always carefully read Supplements 
Facts labels for ingredients and instructions 
for use. Labels must bear appropriate ingre-
dient and nutrition information and should 
not claim to treat or cure diseases. Consum-
ers should always seek out reputable compa-
nies and be wary of supplements that make 
claims which are ‘too good to be true.” 

The Natural Products Association (NPA) 
also responded and, in a letter to medical 
societies including the AMA, urged health 
care providers to provide more detailed 
information for adverse events related to 
nutritional supplements. A more detailed ac-
count of these events will help policymakers 
and health care providers better understand 
how they occur.

“Adverse events from supplements are 
extremely low given their widespread usage, 
and most of these are the result of three 
factors: accidents, people not consulting 
with their doctor, or misuse of a product 
combined with other health factors,” said 
Dr. Daniel Fabricant, CEO and president of  
NPA.

Clear Instructions
Americans are going to continue to take 
nutritional supplements. So, while waiting 
for the federal government to step up to 
the plate, all others involved—both medical 
professionals and natural product industry 
members—must make it clear to patients/
consumers that they discuss their nutritional 
supplement regimen with their health care 
provider.

AMA and the Natural Products Industry
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W hen nutraceutical and cosmet-
ic companies consider fi ling 
patent applications, the fi rst 

question usually asked is if the product 
or method is “new” enough to justify 
the expense. A patent attorney would 
refi ne that question to ask if the product 
or method has been done before (is it 
novel?) and if it is an obvious variation 
of known ideas about other products or 
methods (is it non-obvious?).

Additionally, the patent attorney would 
consider whether the product or method 
for which patent protection is sought is 
“patent eligible subject matter.” Sep-
arate and apart from considerations of 
whether the product or method is both 
novel and non-obvious, certain catego-
ries of subject matter are not considered 
eligible for patent protection. Ineligible 
subject matter includes laws of nature 
(including nature-based or natural prod-
ucts), natural phenomena and abstract 
ideas (including mathematical concepts 
or organizing human activity). Eligible 
subject matter in the U.S. includes “any 
new and useful process, machine, manu-
facture or composition of matter, or any 
new and useful improvement thereof.” In 

recent years, the U.S. Supreme Court and 
the U.S. Patent and Trademark Offi ce 
have made a sharper distinction between 
what is considered patent eligible sub-
ject matter and what is not. For nutraceu-
tical and cosmetic companies, the issue 
of subject matter eligibility tends to arise 
fairly often.

Hypothetical Company
Consider a hypothetical nutraceutical 
and cosmetic company we will call 
Healthy Eating Habits (HEH). HEH 
markets healthy foods and encourages 
a healthy lifestyle. In particular, HEH rec-
ommends a bitterberry juice squeezed 
from the bitterberries imported from a 
small tropical country. The bitterberry 
juice is produced and marketed without 
any sugar added. HEH has discovered 
that when bitterberry juice is used as a 
meal replacement, users feel healthier 
and also experience weight loss.

HEH publishes a book regarding the 
benefi ts of meal replacement using bit-
terberry juice. Interested readers begin 
to connect to the company and with 
each other in on-line chat rooms and 
other social media. A program is devel-

oped by HEH that organizes interested 
participants into small groups to discuss 
the HEH book and the bitterberry juice 
meal replacement program. The small 
groups meet weekly through phone calls 
or via any number of online meeting fora. 
These meetings result in participants’ 
more faithful compliance with the bitter-
berry juice meal replacement program, 
and more signifi cant weight loss by 
participants compared to that of users of 
the bitterberry juice meal replacement 
program who do not meet in a small 
groups.

One of the HEH founders, when mov-
ing a large container of bitterberry juice, 
accidentally spilled a drop that landed 
on her sandaled toe. Within minutes, the 
drop of spilled bitterberry juice cleared 
up a recent outbreak of fungus on the 
founder’s toe. She was so excited at the 
discovery, she used an eyedropper to 
place drops of bitterberry juice on the 
toe fungus of others in the business. 
Within a few minutes of application, each 
case of toe fungus was eradicated.

U.S. Patent Application
After making the discovery about the 

Legalities

By Jason Jardine, Partner
Knobbe, Martens, Olson and Bear LLP

& Cosmetic
Companies

Nutraceutical
Patent Eligibility For
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use of bitterberry juice for curing toe 
fungus, but before making public its 
plans to sell and market bitterberry juice 
as a meal replacement, before publishing 
the HEH book, and before forming any 
on-line groups, HEH had the foresight 
to consider patenting aspects of its pro-
posed business methods and products. 
Knowing that there would be significant 
commercial value in getting a valid U.S. 
patent, but not wanting to employ a 
reputable patent attorney, HEH used an 
on-line do-it-yourself patent service to 
prepare and file a non-provisional patent 
application at the U.S. Patent and Trade-
mark Office (USPTO).

The patent application included a first 
claim directed to a composition of pure 
bitterberry juice without any sugar add-
ed, a second claim directed to a method 
of providing pure bitterberry juice as a 
meal replacement, a third claim directed 
to a method of grouping participants in a 
healthy eating program of ingesting pure 
bitterberry juice as a meal replacement 
program such that the group participants 
are more compliant and experience more 
weight loss, and a fourth claim directed 
to a method of treating toe fungus on a 
human by applying a single drop of pure 
bitterberry juice topically to the infected 
area.

Analysis
The USPTO assigned the patent applica-
tion to an examiner. When it was time for 
examination (normally about two years 
after filing the application), the Examin-
er reviewed each claim to determine if 
it was appropriately directed to patent 
eligible subject matter.

The examiner found that the first claim, 
directed to a composition of pure bitter-
berry juice without any sugar added, was 
not patent eligible. More specifically, the 
claim was directed to a nature-based or 
natural product. There was no difference 
in the claim from the bitterberry juice 
found in nature. HEH did not invent the 
bitterberry plant or the bitterberry juice. 
Thus, the claim did not recite patent 
eligible subject matter.

The examiner then found the second 
claim, directed to a method of ingesting 
pure bitterberry juice as a meal replace-
ment, was not patent eligible. Although 
this claim was directed to a method (not 
a composition), the method was merely a 
use of the same nature-based ineligible 
product recited in the first claim. There 
were no added preservatives or any 
different characteristics of the bitterberry 
juice than what is found in nature. As 

the claim did not add any additional 
features that could qualify the claim for 
a judicial exception to the rule regarding 
nature-based products, this claim was 
considered ineligible subject matter for 
a patent.

Next, the examiner found that the third 
claim, directed to a method of grouping 
participants in a healthy eating program 
of ingesting pure bitterberry juice as a 
meal replacement program such that the 
group participants are more compliant 
and experience more weight loss, was 
not patent eligible. The U.S. Supreme 
Court and the USPTO have determined 
that patent eligible subject matter does 
not include methods of organizing 
human activity that include, for example, 
financial hedging, insurance, mitigating 
risk, commercial or legal interactions 
(such as agreements in the form of con-
tracts, legal obligations, advertising, mar-
keting or sales activities or behaviors or 
business relations), or managing personal 
behavior or relationships or interactions 
between people (such as social activities, 
teaching, and following rules or instruc-
tions). In this case, HEH was claiming a 
method of organizing human behavior 
merely to teach and reinforce the con-
cept of ingesting pure bitterberry juice as 
a meal replacement program. The claim 
did not include significantly more than 
the abstract idea itself. Thus, the claim 
was not patent eligible.

Finally, the examiner found the fourth 
claim, directed to a method of treating 
toe fungus on a human by applying a 
single drop of pure bitterberry juice top-
ically to the infected area, to be patent 
eligible. Although the claim recites a 
nature-based product (pure bitterberry 
juice) the claim as a whole is focused 
on a process of practically applying the 
product to treat a particular disease (toe 
fungus) and not on the product itself. 
Thus, the claim qualified as eligible 
subject matter for patent protection. The 
examiner was then able to continue her 
examination of the claim for novelty and 
non-obviousness.

Assuming that the HEH patent 
application clears the other statutory 
hurdles, the USPTO will allow a patent to 
issue with claims related to methods of 
treating toe fungus with pure bitterberry 
juice. Although getting only one claim to 
issue in a patent was probably not what 
was hoped for by HEH, the company 
did not employ a U.S. patent attorney 
to help them with the original patent 
application or the interactions with the 
patent examiner. Had they done so, mi-

nor amendments to the application and 
claims may have been possible to bring 
them into an acceptable realm of subject 
matter eligibility.

For example, in the first patent appli-
cation claim, although the pure bitterber-
ry juice was “without any sugar added,” 
the product actually sold to consumers 
included a preservative, which affects the 
bitterberry juice so that it takes longer 
to spoil (a few weeks) than the natural 
juice (a few days). This property of slower 
spoiling is a markedly different charac-
teristic from the bitterberry juice found in 
nature, and should have been included 
in the patent application. Had it been 
included in the first patent application 
claim, that claim may have been consid-
ered patent eligible.

If the same property had been in-
cluded in the second claim directed to 
a method of ingesting pure bitterberry 
juice as a meal replacement, it too may 
have been considered patent eligible. In 
addition, the eligibility of the claim would 
have been strengthened if it included 
more details regarding what was found 
to be particularly effective in treating a 
disease or condition, such as the specific 
amount of bitterberry juice that is ideally 
ingested, or a specific schedule for meal 
replacement.

The third claim, directed to a method 
of organizing human activity, would not 
be easily salvageable.

Conclusion
Nutraceutical and cosmetic companies 
have long been aware of patentability 
risks related to filing new applications. 
Companies mitigate those risks by per-
forming patentability searches in the 
patent and non-patent literature. Subject 
matter eligibility is an equally important 
consideration when filing patent appli-
cations. Companies should ensure that 
their claims are drafted in such a manner 
that they will pass review for subject 
matter eligibility. NIE

Jason J. Jardine is a 
Partner with Knobbe, 
Martens, Olson and Bear 
LLP.  He is a chemist 
who represents nutra-
ceutical, pharmaceutical 

and biotechnology companies and is 
particularly skilled in taking distressed 
patents that are languishing at the 
U.S. Patent and Trademark Office and 
getting them approved, launched, 
leveraged and/or sold.

Legalities
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IndustryNews

MCD N.V. has announced the opening 
of its new U.S. headquarters in Westlake, 
OH, a suburb of Cleveland. The company 

debuts its new location to accommodate its 
expanding business, invest in its people and 
future growth, plus complement the compa-
ny’s global digitalization initiatives to better 
serve its markets across the U.S.

“I am proud to announce the opening 
of the new IMCD U.S. headquarters,” said 
Thomas Van Valkenburgh, president, IMCD 
US. “It was created to enable employees 
in their quest to drive excellence as we 
serve both our principals and customer 
partners. This is not just a new offi ce space, 
but a modern work environment carefully 
designed to inspire collaboration, galvanize 
partnerships and encourage entrepreneur-
ship.”

 Safety was at the forefront of a re-
sponsible and modifi ed return to the now 
31,639-square-foot headquarters of IMCD 
US. Thorough preparations and employee 
training were key to a safe return to an offi ce 
environment.

The new IMCD US headquarters was 
selected for its location convenience, onsite 
and nearby amenities and ease of access for 
employees. The building features an open 
fl oor plan, state-of-the-art training and con-
ference rooms, and integrated technology 
throughout the space. The company is com-
mitted to continue to attract and develop 
top talent with its new headquarters, while 

contributing to the local economy through 
job creation.

Operating coast-to-coast, IMCD US is 
comprised of 370 employees with offi ces 
in Ohio, California, New Jersey, Texas and 
Puerto Rico, fi ve market-focused laboratories 
and more than 20 strategically located ware-
houses to serve customers across the U.S. 
Key market-focused segments in the U.S. 
include coatings and construction, advanced 
materials, pharmaceuticals, nutraceuticals, 
food and nutrition, personal care, oil and gas 
and animal nutrition.

For more information, visit 
www.imcdus.com.

IMCD U.S. Opens New Headquarters in Greater Cleveland Area

I

D isruptions from the COVID-19 pan-
demic have caused hardship across the 
world, with the poorest people in India 

hit particularly hard. With the objective of 
helping to alleviate food insecurity, the Dr. 
Majeed Foundation gave 5,500 10 kgs bags 
of rice to the people of Magadi, Karnataka 
on Sept. 24, 2020. The foundation is the 
philanthropic organization started and fund-
ed by the Sami-Sabinsa Group founder and 
chairman, Dr. Muhammed Majeed.

The event was organized in partner-
ship with the Kempegowda Development 
Committee. Madhu Subramanian, director, 
Sami-Sabinsa Group, and State President Dr. 
H.M. Krishnamurthy, Kempegowda Develop-
ment Committee, inaugurated the event and 

participated in the distribution.
“The poorest people in India 

have been hardest hit during this 
pandemic, so I wanted to help” said 
Dr. Majeed. “While many of the 
Foundation’s programs are focused 
upon helping poor children receive 
an education so they have a brighter 
future, right now they are just trying 
to survive. I’m glad to be able to 
help these families.”

More than 5,000 people benefi t-
ted from the event, according to the 
company.

For more information, visit 
https://drmajeedfoundation.org or 
https://sabinsa.com.

Sabinsa Founder Distributes Food to Those in Need

he global probiotics market is expect-
ed to value more than $ 80 billion 
(U.S.) by 2027 end and is predicted to 

grow at a CAGR of 6.8 percent during the 
forecast period of 2020 to 2027 as high-
lighted in a report published by Coherent 
Market Insights.

Growing awareness regarding the impor-
tance of maintaining gut health is primarily 
fueling the market growth of the probiot-
ics. Growing cases of digestive disorders 
around the globe are propelling demand 
for probiotics. Changing lifestyle coupled 
with the changing eating habits is further 
increasing the prevalence of digestive 
disorders. Probiotics are gaining huge de-
mand among consumers for improving gut 
health. Thus, growing awareness regarding 
the maintaining of gut health is augment-
ing the market growth of probiotics.

Increasing use of probiotics in a new ap-

plication such as probiotics with products 
such as muffi ns, cheese, chocolates and 
sausages is projected to bring new market 
opportunities.

Availability of various substitute with 
similar functionalities such as improving 
immune response and digestive health is 
restraining the market growth of probiotics. 
Moreover, the lack of advertising for pro-
moting product awareness and its benefi ts 
is again expected to hamper the market 
growth of probiotics.

Based on application, human probiotics 
dominated the global probiotics market 
in 2019 with around 93 percent of market 
share in terms of revenue, followed by 
animal probiotics.

According to  Coherent Market Insights’ 
study rising use of lactobacillus strain as an 
additive in yogurt and milk products to en-
hance digestibility and minimize the risk of 

blotting and acid refl ux is a major trend in 
the market. Moreover, lactobacillus strain is 
also benefi cial in enhancing the texture and 
fl avor of yogurt since it offers a sweet taste. 
Hence, lactobacillus strain is gaining huge 
demand across milk and yogurt products, 
thereby augmenting the market growth of 
probiotics.

The rapid increase in demand of nutri-
tion food products in recent times coupled 
with the disruptions in supply chain caused 
during coronavirus (COVID-19) pandemic 
has resulted in inability to maintain levels 
of supply. However, rising demand for 
probiotics owing to rising health issues 
among elderly population for immunity 
boost during COVID-19 is expected to 
stabilize the growth of the market after the 
mid quarter 2020.

For more information, visit 
www.coherentmarketinsights.com.

Probiotics Market to Surpass $80 Billion by 2027

T

From L to R : Dr. H.M. Krishnamurthy, State President, Kempegowda 
Development Committee, Madhu Subramanian, Director,

Sami-Sabinsa Group, Gangadhara Murthy, Vice President - HR, Sami-
Sabinsa Group, Mohammed Sharief, Director, MM Corporate Security

Services, Sri. Kempegowda, Director, Kempegowda Development
Committee and Sri. D.C. Siddaraju, Honorary Secretary, Kempegowda

Development Committee at the food distribution event at Magadi, 
Karnataka organized jointly by Sami-Sabinsa Group and Kempegowda 

Development Committee on Sept. 24, 2020.
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S irio Europe has announced the 
completion of a major overhaul 
of its Brandenburg, Germany site 

with advanced manufacturing and green 
technologies. The company has installed 
new HVAC systems, individual drying 
chambers, vegetarian soft gel manufac-
turing equipment and a block heat and 
power plant. The improvements were 
implemented as part of Sirio Europe’s 
continuous efforts to further improve the 
quality and sustainability of manufactur-
ing.

“One of the reasons behind the invest-
ments was that we wanted to be at the 
forefront of implementing greener solu-
tions and energy-efficient manufacturing 
for our pharma customers. So while 
implementing new equipment, we also 
explored how we can improve the plant’s 
sustainability.” commented Dominique 
Baum, managing director at Sirio Europe.

The HVAC systems increase the plant’s 
manufacturing capacity while further 

reducing the risk of product contamina-
tion. Similarly, by using only individual 
drying chambers, the company can 
control the temperature of individual 
products, which is more energy-efficient 
and improves the soft gel drying process. 
Additionally, a new vegetarian soft gel 
manufacturing line has been installed—
transferring technology from Sirio’s 
Guangzhou, China plant—in response 
to the growing demand for plant-based 
nutraceuticals.

But in line with the company commit-
ment to increased sustainability, the site 
upgrades will be supported by an ener-
gy-efficient block heat & power station, 
which is estimated to increase power 
output by up to 50 percent through 
combined heat and power (CHP). The 
technology captures and recycles heat—
otherwise lost as waste—into thermal 
energy to power the new manufacturing 
equipment.

“Installing the heat block & power sta-

tion is a huge business benefit in terms 
of reducing energy consumption,” Baum 
added. “For example, soft gel produc-
tion uses a lot of energy as strict param-
eters need to be adhered to—through 
CHP we can now manufacture soft gels 
at a lower cost. But installing the heat 
block was also the right thing to do in 
terms of looking at ways to make manu-
facturing as sustainable as possible.”

The new plant upgrades form just 
a small part of wider drive at the Sirio 
Group to implement the most sustain-
able manufacturing processes of any 
nutraceutical CDMO globally. For ex-
ample, the company exclusively sources 
ingredients from certified, sustainable 
suppliers and are members of a number 
of certified sustainability groups, includ-
ing the Friends of the Sea (part of the 
World Sustainability Organization) and 
Marine Stewardship Council.

For more information, visit  
https://en.siriopharma.com.

Sirio Europe Invests in Advanced Manufacturing & Green Technologies

IndustryNews

evin Bennett, CEO of Missouri-based 
INS Farms, a leading grower and 
supplier of North American elderber-

ry ingredients, has announced the compa-
ny’s commitment to continued authenticity 
of its elderberry, as demand continues 
unabated.

According to the Botanical Adulterants 
Prevention Program (BAPP), including 
American Botanical Council (ABC), the 
American Herbal Pharmacopoeia (AHP), 
and the National Center for Natural Prod-
ucts Research (NCNPR) at the University of 
Mississippi, which recently tested elder-
berry raw materials and finished products, 
there is a high amount of adulteration.

“BAPP received HPLC-Vis chromato-
grams representing anthocyanin finger-
prints from 25 bulk dry extracts and eight 
finished dietary supplements labeled 
to contain elderberry (Sambucus nigra) 
extract. Five of the bulk extracts and two 
finished products were found to be devoid 
of any elderberry,” reported Stefan Gafner, 
PhD, ABC chief science officer.

He noted that this adulteration is likely 
the result of economical motivation to take 
advantage of global fear of immune failure 
during the pandemic. Some adulterants 
have included black rice and blueberries, 
among others. There is also a rise of an 
unethical practice where suppliers send 
authentic ingredients to contract analytical 

laboratories to receive legitimate CoAs 
and then use those for inferior, adulterated 
elderberry ingredients.

“Quality of product is based on authen-
ticating identity of the raw material from 
the field through delivery to the customer,” 
explained Bennett. “Among the tests we 
perform are polyphenol fingerprinting for 
identification , DNA barcoding by Tru-ID 
for authenticity all to ensure there are no 
diluents, cross contamination or the pres-
ence of any other molecular compound 
other than what it should be: elderberry.”

Bennett added that currently, demand 
is exceeding supply throughout the globe, 
but INS Farms has grower sources world-
wide and is thus able to fulfill demand. Be-
sides growing its North American elderber-
ry, which undergoes the battery of tests, so 
too are the actual berries and concentrate 

it receives from European sources.
“Then reinvesting in ABC elderberry 

adulteration program is necessary to set 
higher quality standards for elderberry 
suppliers and to protect elderberry grow-
ers,” Bennett said. “We address authen-
ticity right from the field starting with the 
whole berry,” he said. “We purchase fresh 
berries, make our own concentrates and 
powders, and then ship directly to cus-
tomers, along with the guarantee that the 
product is authenticated as elderberry with 
a guaranteed potency of total polyphe-
nols. We are trying to debunk the junk of 
inferior elderberry ingredients by educat-
ing buyers of the importance to work with 
elderberry suppliers who offer complete 
transparency and traceability from field to 
finish.”

He advised that low prices of elderberry 
raw material signify inferior quality. “To 
help fight against adulteration any nutra-
ceutical manufacturer that is suspicious 
and concerned of the quality of elderberry 
that they are looking to purchase should 
first have the elderberry tested by TRU ID 
for authenticity and also send the elder-
berry to a third party lab such as Complete 
Phyto Chemical Solutions and Alkemist for 
analysis of total polyphenols and anthocy-
anins.”

For more information, visit  
https://ins-us.com.

INS Farms Supports Elderberry Fingerprint Testing

D
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N utrasource (Guelph, 
ON, Canada), a 
global full-service 

contract research organiza-
tion (CRO), has announced 
a new expansion to its 
on-site clinical trials facility 
located in Ontario. The 
clinic is just one of the 
organization’s sites within its global net-
work of more than 400 clinical trial sites.

Since the expansion—a significant 
extension of the prior 2019 upgrade—Nu-
trasource is able to handle the growing 
number of concurrent trials in a wide range 
of specialized therapeutic areas not typical-
ly available elsewhere in the nutraceutical 
sector, the company stated. These trials will 
be in addition to the work already being 
done by the clinical research teams in the 
natural health product/dietary supplement 
and pharmaceutical sectors, including 
omega-3s, probiotics and cannabis, all 
underpinned by a robust quality manage-

ment system, the company 
stated.

“The expansion of 
the clinic is part of our 
ongoing commitment in 
providing the best work 
experience and service 
solutions for our custom-
ers,” said William Rowe, 

president and CEO of Nutrasource. “This 
infrastructure growth has more than dou-
bled our capacity and adds clinical tools 
unique to the nutritional 
CRO space.”

Notably, Nutrasource 
also recently ran a de-
centralized (virtual) trial 
through the on-site clinic, 
managed by its team, 
to successfully screen, 
enroll and randomize the 
required 270 participants within three 
months across 47 U.S. states. The study, 
which includes collection of stool samples 

and questionnaires, continues to display 
high participant interest and engagement, 
all while maintaining a low participant 
attrition rate.

On-site clinic features include:
• Patient overnight facilities with 24/7 

operation
• Environmental chamber (vaping, smok-

ing, etc.)
• Exercise equipment for sports nutri-

tion, pain, and inflammation models
• Enhanced level of pharmacy security

• Two early-phase units 
and phase II/III outpatient 
unit

• Full metabolic kitchen
• Complete sample 

preparation and process-
ing lab (blood, urine, stool, 
saliva, cell preparation, 
etc.) 

• Remote clinical trial command center
For more information, visit  

www.nutrasource.ca.

Royal DSM (Heerlen, Netherlands) 
has launched a new brand campaign 
targeting the human nutrition and 

health markets. The concept reflects 
DSM’s evolved strategic direction in 
human nutrition and health as an end-
to-end partner within the value chain, 
by championing the purpose behind 
the products that help solve the world’s 
greatest nutritional challenges and keep 
the growing global population healthy.

Following significant growth through 
new product development and a strategic 
focus on key market segments and select-

ed acquisitions, the new brand strategy 
includes restructuring DSM’s broad human 
nutrition and health portfolio around 
three key pillars: high-quality products, 
customized solutions and expert services. 
It reflects DSM’s position as a reliable, 
innovative, purpose-led partner and com-
municates how the extended capabilities 
include end-market expertise across its 
early life nutrition, food and beverage, nu-
trition improvement, dietary supplements, 
pharmaceuticals and medical nutrition 
segments. 

“Our organization has undergone 

significant growth in recent years, building 
on a strong, decades-long legacy in the 
nutritional ingredients market,” said Philip 
Eykerman, president of DSM Human Nu-
trition & Health. “But we know that it takes 
more than ingredients to create brighter, 
healthier lives for consumers worldwide. 
By recalibrating our positioning, we aim to 
demonstrate the added value that we can 
bring when co-innovating with our cus-
tomers at every stage of development—
from concept to consumer.”

For more information, visit  
www.dsm.com.

Global CRO Nutrasource Announces Expansion to Clinical Trials Facility

DSM Unveils Purpose-led Brand Strategy for Nutrition and Health Market

megaQuant (Sioux Falls, SD) has 
launched a vitamin D test with a 
sample collection kit that allows you 

to test from home. The simple, safe, conve-
nient test requires just a finger stick and a 
couple drops of blood for analysis—just like 
its range of omega-3 blood tests.

Vitamin D has played a major role in bone 
health for decades. During the last several 
years, however, new research has brought to 
light the crucial role it likely plays in a wide 
range of other health issues, from cardiovas-
cular disease to immune function to obesity.

Similar to omega-3s, vitamin D has re-
ceived a lot of attention over the last couple 
of decades from individuals who are looking 
for ways to add more to their diets or mod-
ify their lifestyle. But how much more? Most 

people don’t know unless they test their 
blood level.

Similar to the way the Omega-3 Index 
Test assesses the dietary intake of omega-3s 
EPA and DHA, OmegaQuant’s Vitamin D 
test can track someone’s nutritional status. 
Vitamin D, like omega-3s, can be an elusive 
nutrient for many people depending on 
their diet and where they live, which makes 
measuring blood levels especially import-
ant.

While the issue of protective levels of 
vitamin D has been hotly debated over the 
years, many experts believe that having 
a level of at least 30 ng/mL is the sweet 
spot for most people. Also like the Ome-
ga-3 Index Test, it is easy to correct your 
vitamin D level in as little as a few months 

by increasing sun exposure or increasing 
dietary intake whether through food or 
supplements.

“Our new vitamin D test works the same 
way our omega-3 tests do – with a simple 
finger stick. No blood draw needed. No 
doctor necessary. No hidden lab fees. And 
you can collect your sample safely, in the 
privacy of your own home,” said Jason 
Polreis, CEO, OmegaQuant.

“We think that vitamin D holds just as 
much importance as a nutrient as omega-3s. 
And it suffers from the same issues in terms 
of intake in that the majority of individuals 
are falling short. But how short? The only 
way to know is to test.”

For more information, visit  
https://omegaquant.com.

OmegaQuant Launches Vitamin D Test From Home Kit

O
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D uPont Nutrition 
& Biosciences 
(Denmark) recently 

published a research study 
evaluating clinical evidence 
on the interaction between 
gut microbiota and physi-
cal activity, and examining 
the effects of probiotic 
supplementation in ath-
letes. The research, which 
appeared in a recent edi-
tion of the Multidisciplinary 
Digital Publishing Institute (MDPI) journal, adds to DuPont’s leading 
role in studying the health benefits of the human microbiome.

Nutritional habits of athletes has been a highly researched topic, 
especially in the areas of training, performance and post-exercise 
recovery. However, the role of intestinal microbiota in physical perfor-
mance is less understood. This new review evaluates existing clinical 
evidence on the topic and examines the relationship between gut 
bacteria and athlete health. Furthermore, it evaluates the mecha-
nisms of action through which probiotic supplementation may affect 
exercise outcomes.

This review underlines that athlete gut microbiota is associated 
with increased microbial diversity and that physical exercise promotes 
beneficial changes in the gut microbiota composition even in people 
who are sedentary. Evidence from pre-clinical studies indicate that ex-
ercise capacity can be impacted by modulations in the gut microbio-
ta composition and that the mechanisms of action are linked to what 
can be called the gut-muscle axis.

The authors summarize that probiotics have strain-specific poten-
tial to reduce gastrointestinal and respiratory tract symptoms and 
infections, helping athletes to train and compete healthily. Probiotics 
can also support athletic performance by enhancing training adapta-
tions and have beneficial effects on physiological responses during 
post-exercise recovery periods.

“Our gut bacteria play a key role in our overall health. It’s not sur-
prising then, that it would also play a role in determining our physical 
ability. What is so exciting about this field of research is that with the 
growing number of published studies, we are able to delve deeper 
into the existing evidence and evaluate exactly what is happening 
in terms of gut bacteria and athletic performance,” stated the lead 
author, Dr. Maija Marttinen, scientist, DuPont Nutrition & Biosciences.

“We are always looking to conduct, gather, and analyze all the 
evidence of the benefits of probiotic supplementation. As leaders 
in the field of human health, it’s important to continue to push for 
more high quality clinical studies to continue to uncover the roles gut 
microbiota and probiotics play in physical performance and the exact 
modes of actions behind their potential benefits,” said Dr. Johanna 
Maukonen, global health & nutrition science R&D lead, DuPont Nutri-
tion & Biosciences.

The full study is available at  
www.mdpi.com/2072-6643/12/10/2936.

For more information: www.dupontnutritionandbiosciences.com.

DuPont Research Study Reveals
Connection Between Probiotic
Supplementation and
Physical Performance

I srael-based TopGum Industries, Ltd., a functional 
gummy supplement manufacturer for nutraceuti-
cal marketers, has secured an investment from AP 

Partners Fund, Tel Aviv. This injection will accelerate 
growth and expand production capacity, R&D and 
marketing activities to North America and Europe in 
2021.

TopGum entered the Israeli confectionery market 
in 2004, and within a few years, the company rose to 
become a leading gummy confectionery producer. In 
2019 TopGum launched its functional gummy sup-
plements portfolio. This was following intensive R&D 
efforts and sizeable capital investment in a modern, 
GMP (good manufacturing practice)- and UL-certified 
facility.

“The new investment allows us to increase capacity 
significantly and expand our activity to U.S. and the 
European markets,” said Amichai Bar-Nir, CEO of 
TopGum. “As part of the Israeli FoodTech ecosystem, 
TopGum is working diligently to innovate this popular 
delivery form, supporting our customers assiduously to 
stand up in the crowd with differentiated, high quality 
products.”

According to the 2019 NBJ Supplement Business 
Report, 2018 gummy supplement sales hit $5.5 billion 
(U.S.) and made up 12.5 percent of the dietary sup-
plements market. The category is forecast to grow at 
about 12 percent per year and reach $8.5 billion (U.S.) 
in 2022.

While the significant advantages of gummy supple-
ments in comparison to other delivery forms drive the 
category’s impressive growth, manufacturing high-qual-
ity gummies with extended shelf life and attractive 
flavor is a significant challenge. Using proprietary 
cutting-edge technology, TopGum has overcome those 
challenges, while implementing high food-tech capa-
bilities to take functional gummies to the next level.

AP Partners Fund, a private equity fund, focuses 
on product-oriented enterprises with high growth 
prospective. Hagai Stadler, founding partner of AP 
Partners and the former CEO of Algatech (the leading 
producer of high-value active ingredients delivered 
from microalgae) will act as Chairman of the Board for 
TopGum.

For more information, visit  
www.topgummiceuticals.com.

TopGum Secures Investment 
to Accelerate Growth

IndustryNews
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S ōRSE Technology (Seattle WA), the 
leading water-soluble CBD, hemp 
and terpene emulsion provider 

for infused CPG brands, announced its 
creation of SōRSE Clear, a stable, clear 
emulsion with a minimal sensory profile. 
The product made its official debut at 
SōRSE’s inaugural SoRSE Summit, which 
was exclusively held for the company’s 
partners. SōRSE Clear is available imme-
diately for product evaluation.

Clear emulsions are difficult to 
develop due to the process of getting 
Refractive Indexes to match. A Refractive 
Index measures the bending of a ray of 
light through mediums, with oil droplets 
that are evenly dispersed reflecting more 

light. When different Refractive Index-
es mix together, the result is a cloudy 
emulsion. Making a cloudy emulsion turn 
clear takes months of experimentation 
trying to match the Refractive Indexes of 
the oil and water phases.

SōRSE Clear, currently available in 
isolate, complies with all the main safety 
and testing protocols, including GMP 
(good manufacturing practice), GFSI 
(Global Food Safety Initiative), COA 
(certificate of analysis), and FSMA (Food 
Safety Modernization Act). It contains 
safe ingredients that are allergen-free 
and vegan. This clear emulsion can be 
applied to all product applications, in-
cluding beverages, nootropics, edibles, 

topicals and nutraceuticals.
SōRSE Clear features multiple ben-

efits for product developers, including 
stability, scalability, safety, bioavailability, 
improved sensory experience, homo-
geneity, accurate dosing and seamless 
integration.

“2020 has been a year of innovation 
for SōRSE Technology, and bringing 
a stable, clear emulsion with minimal 
sensory impact to market is proof of 
that,” commented SōRSE CEO Howard 
Lee. “I’m proud of the work our R&D 
team did to make this happen. It’s a 
game-changer for the industry.”

For more information, visit  
https://sorsetech.com.

SoRSE Technology Adds Clear Emulsion to Its Product Offerings

The American Nutrition Association (ANA) 
has elected Enzymedica CEO Scott Sensen-
brenner to its Strategic Advisory Board. He 
brings more than 30-plus years of experience 
as a leader and strategist in the natural prod-
ucts industry to the ANA.

Lycored has appointed Shirley Cohen as its 
new CEO. Cohen has more than two decades’ 
management experience in multinational 
companies. At Lycored, she will oversee major 
expansion. The company recently announced 
that it is more than doubling its tomato-based 
lycopene production to meet unprecedented 
demand.

NSF International announced the hiring of 
John Rowley as vice president, global food 
division and Angelo Petrillo as vice president, 
business development. As vice president of 
the global food division, Rowley will oversee 
NSF’s extensive suite of food safety, quality and 
product certification services. As vice president 
of business development, Petrillo will lead a 
global sales team, supporting thousands of 
customers and expanding opportunities across 
NSF’s businesses worldwide.

Michigan-based Mineral Logic and AgTonik 
have announced the addition of new market-
ing director, John Kowalski. “With the growth 
both companies have experienced in 2019, 
and through 2020, we added this marketing 
position to continue and accelerate this growth 
as well as position us for the future,” stated 
Managing Partner Andrew Bruex.

Aaron Secrist has been promoted to exec-
utive vice president of quality, R&D and opera-
tions of the NOW Health Group (Bloomingda-
le, IL). Among his direct reports will be the new 
vice president of operations, Joe Carney.

You’reHired

Scott 
Sensenbrenner

John Kowalski

Aaron Secrist

Joe Carney
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n a new randomized clinical trial of non-diabetic subjects older 
than 50 years, DolCas Biotech, LLC’s (New Jersey) Bergacyn FF 
demonstrated an ability to help reduce liver fat and body weight. 

This study follows previous investigation that supported Bergacyn’s 
liver-fat lowering effects in subjects with diabetes while providing 
extra cardioprotective support.

NAFL (non-alcoholic fatty liver) is a lifestyle-linked process, driven 
by the excess consumption of fat, sugar and calories, as well as a 
sedentary lifestyle. Complications are extensive, affecting systems 
beyond the liver, including the heart and vascular systems and kid-
neys. It significantly impacts the onset and progression of diabetes. 
Weight loss and lifestyle change are the best ways to modulate the 
development and progression of fatty liver, but compliance is often 
an issue.

The study was conducted at the University Magna Grecia, Catanza-
ro, Italy, and published on Aug. 11, 2020, in the journal Frontiers in 
Endocrinology. A total of 102 mildly hypercholesterolemic patients, 
age 35-70 and with liver steatosis, were enrolled in a double-blind, 
placebo controlled clinical trial and randomized to receive 600 mg/d 
of either Bergacyn FF or a maltodextrin-based placebo. As dietary 
changes and resultant weight loss are known to contribute to liver-fat 
regression, overweight and obese subjects in both groups were as-
signed the task of reducing their intake by 400-500 calories per day.

Results of the study, completed by 86 subjects, revealed that liver 
fat accumulation was reduced by 9 percent (p< 0.05) over the pla-
cebo group. Bergacyn FF also produced a significant positive factor 
in its potential to regress the progression of fatty liver, especially 
considering that the cutoffs for each stage differ by wide margins. 
Notably, in those subjects over 50 years of age, the reduction in 
liver fat was even more remarkable at 15 percent (p<0.05) greater 
than the placebo and was attributed solely to Bergacyn FF, and not 
the dietary changes. Subgroup analyses showed that Bergacyn FF 
produced more profound benefits over placebo, not only for subjects 
older than 50, but for women and overweight/obese people having 
an android “apple” shape phenotype.

For more information, visit http://dolcas-biotech.com/.

California-based 
Ixoreal Biomed Inc. 
announced that 

Health Canada has recently 
granted a new set of health 
claims for Ixoreal’s KSM-
66 Ashwagandha root extract ingredient. Under Health Canada’s 
NPN (Natural Product Number) 80102381 and its accompanying 
license, formulators using KSM-66 can make new claims related 
to memory enhancement, sleep, energy, stress, libido, testoster-
one and thyroid function. The recent approvals mean that Health 
Canada has now approved KSM-66 for a total of 14 claims, 
significantly higher than any other ashwagandha extract in the 
Canadian market. In Canada, the issuance of an NPN means that 
the governmental regulatory body has reviewed the ingredient 
and its clinical evidence, and deemed it be safe, effective and of 
high quality under their recommended conditions of use.

For more information, visit https://ksm66ashwagandhaa.com/.

IngredientNews
Bergacyn F Can Help Reduce 
Liver Fat, Weight in Non-diabetics

KSM-66 Ashwagandha Granted 
New Set of Functional Claims
by Health Canada

Gencor Announces
Introduction of VeriSperse

alifornia-based Gencor, 
announced the intro-
duction of VeriSperse, a 

cold-water dispersible resver-
atrol powder. Veri-Sperse fea-
tures Veri-te and LipiSperse. 
Veri-te is a clinically-studied 
technology manufactured by 
Evolva, a Swiss biotech devel-
oper of natural ingredients. Evolva’s resveratrol has been featured 
in two recently published clinical studies in The Journal of North 
American Menopause Society and Clinical Nutrition.

Reservatrol is a polyphenol found in plants which is recognized 
for its ability to work on a cellular level to support healthy aging. 
It is normally limited by its preference for aqueous environments. 
Gencor’s VeriSperse resveratrol overcomes this limitation by utilizing 
LipiSperse technology, developed by Pharmako, which is designed 
to enhance dispersion and increase bioavailability of the resver-
atrol up to two to three times greater. This technology provides 
advantages over standard resveratrol, such as high active loads, 
improved functionality, and enhanced bioavailability. In addition, 
the bioavailability of VeriSperse has been scientifically validated by 
a human pharmacokinetic study.

The LipiSperse technology acts to create a repulsion between the 
powder surface of VeriSperse and solution to establish an equilibri-
um. The repulsion prevents particle agglomeration or aggregation, 
thus allowing the resveratrol to easily disperse in water. This disper-
sion provides for both greater absorption and overall efficacy of the 
Veri-te resveratrol.

According to the company, Veri-Sperse Resveratrol holds great 
promise as a powerful antioxidant that is enabled by its design for 
increased bioavailability, efficacy and absorption.

For more information, visit  
https://gencorpacific.com/featured-ingredients/verisperse.

I C

ew Jersey-based PLT Health Solutions, Inc. announced that 
it has received a license from the Natural and Non-Pre-
scription Health Products Directorate (NNHPD) of Health 

Canada to market its ingredient AlvioLife to support respiratory 
health in Canada. AlvioLife is a proprietary composition of ex-
tracts of Boswellia serrata gum resin [standardized to 30 percent 
3-O-acetyl-11-keto-ß-boswellic acid (AKBA)] and Aegle marmelos 
dried fruit, designed to support a respiratory health. Published 
clinical work has shown that it can help improve overall respira-
tory health, maintain clear airways, help against environmental 
exposure and soothe respiratory tissues.

In Canada, the approved claims include:
• AlvioLife helps to support lower respiratory tract health.
• AlvioLife helps to support lower respiratory tract health that 

includes the bronchial tubes and the lungs’ health.
For more information, visit www.plthealth.com.

PLT Health Solutions Receives 
License for Respiratory Support 
Ingredient From Health Canada

N
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India-based Inventia Healthcare, 
a company that works with novel 
drug delivery solutions (NDDS), has 

launched the Nutriventia brand. The 
initial portfolio of six proprietary sci-
ence-supported, and sustainable nutra-
ceutical ingredients include:

• TurmXTRA 60N – low-dose bio-
equivalent curcuminoids

• C-Fence – single-dose all-day vita-
min C

• bsRx 60N – taste-masked and water 

dispersible boswellia for gut health
• unstain – stain-resistant 95 percent 

turmeric granules
• CaffXtend – sigle-dose all-day natu-

ral caffeine
• Keto-HiMCT – long-lasting sustain-

able energy
Parent company Inventia started as 

a small family-held organization with a 
goal of pioneering the NDDS in India. 
Since then, it has fl ourished into a glob-
al supplier with customers in more than 
28 countries. Its pharmaceutical plant 
is U.S. Food and Drug Administration 
(FDA) approved as well as approved by 
all major global regulatory bodies.

For more information, visit 
www.nutriventia.com.

Inventia Healthcare Launches Nutriventia Brand

A na Maria Cuentas, director of 
probiotics for California-based 
Nutralliance, has announced that 

the company’s line of probiotics, man-
ufactured by South Korea-based Ildong 
Bioscience (exclusively represented by 
Nutralliance), has obtained self-affi rmed 
GRAS (generally recognized as safe) 
status, now known as independent con-
clusion of GRAS.

The GRAS conclusion covers strains in 
Nutralliance’s 11 lactic acid-producing 
species: Bacillus coagulans, Bifi dobac-
terium breve, Bifi dobacterium lactis, 
Lactobacillus acidophilus, Lactobacillus 
casei/paracasei, Lactobacillus planta-
rum, Lactobacillus rhamnosus, Lacto-
bacillus johnsonii, Lactobacillus reuteri, 

Lactococcus lactis and Streptococcus 
thermophilus.

This new probiotic line is distin-
guished by its patented quadruple-coat-
ing technology which protects the 
strains’ structure and integrity, thus al-
lowing them to arrive alive and intact to 
the destination in the lower GI (gastro-
intestinal) tract. The four-layer coating 
system consists of guar gum, hyaluronic 
acid, maltodextrin and a soy protein iso-
late, all non-GMO (genetically modifi ed 
organism). Cuentas explained that this 
layer provides superlative protection 
against moisture, humidity, air, gastric 
acid, bile salts and heat.

For more information, visit 
www.nutralliance.com.

T exas-based Unibar Corporation 
announced the launch of Maitake 
Pt78, a clinically validated immune 

modulating mushroom extract, which 
helps to support the body’s fi rst line of 
defense within the immune system.

Derived from the maitake mushroom 
fruit body, Maitake Pt78 sets itself 
apart from other mushrooms with its 
enhanced ability to provide immune 
support, according to the company. 
Maitake mushrooms are rich in minerals, 
vitamins, amino acids and beta-glu-
can, a protein bioactive that stimulates 
immune functions within the cells to 
improve necessary cytokine modulation. 
To do this, the beta-glucans bind to 
macrophages, either activating or inhib-
iting the release of key cytokines. The 

Maitake Pt78 extract’s ability to source 
the glucan-protein complex creates a 
powerful source of immune boosting 
monosaccharides. The extract uses a 
proprietary manufacturing process that 
ensures a highly potent and pure ingre-
dient that delivers optimal results at as 
low a dosage as 15 mg per day.

For more information, visit 
https://unibarcorp.com/products/maita-
ke-pt78/.

K erry (Ireland), introduced an 
advanced citrus extract technol-
ogy—brand-named New! Citrus 

Extract—that delivers all of the fl avor 
benefi ts and impact of traditional nat-
ural citrus products but can be labeled 
a “Natural Extract.” This extraction 
technology can be applied to a variety 
of citrus fruit, and has many different 
applications, including refreshing bever-
ages such as sparkling and still fl avored 
waters, ready-to-drink teas, juice drinks, 
isotonic and energy drinks, and craft 
carbonated soft drinks (CSDs), as well 
as alcoholic beverages such as hard 
seltzers, malt beverages, mocktails and 
fl avored beers and spirits. Initially, citrus 
tonalities include lime, lemon, orange 
and tangerine, with more to come.

Based on Kerry’s broad technical ca-
pability, the New! Citrus Extract portfolio 
was developed with the support of Ker-
ry’s non-thermal liquid/liquid extraction 
process that delivers highly concentrated 
extracts with a greatly reduced level 
of terpenes and sesquiterpenes. This 
creates a taste profi le that has been 
described as fresh, clean, vibrant, juicy, 
aromatic and intense, with a clean linger-
ing effect. The process also allows for 
excellent solubility in water and stability.

According to the company, this tech-
nology is important because it is more 
effective than current methods at re-
taining the superior aroma and fl avor of 
citrus, as well as providing an extended, 
more full-bodied fi nish. All products are 
completely water-soluble and colorless 
in the fi nished application, allowing the 
product developer to replace a natural 
citrus fl avor with a natural citrus extract, 
i.e., providing a cleaner ingredient label.

For more information, visit 
www.kerry.com.

Nutralliance Announces GRAS Approval
of Ildong Bioscience Probiotics

Unibar Launches Maitake Pt78
for Improved Immune Support

Kerry Unveils Citrus
Extract Technology
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IngredientNews

ew York-based Nutrition21, LLC 
unveiled new research at the 
International Society of Sports Nu-

trition’s (ISSN) 17th Annual Conference 
and Expo showing that Velositol added 
to 15 grams of whey protein performs 
better than 30 grams of whey protein 
alone.

Prior clinical research has shown that 
adding a patented complex of chromium 
picolinate, chromium histidinate and am-
ylopectin (Velositol) to a single 6-gram 
dose of whey protein increased base-
line exercise-induced muscle protein 
synthesis by 48 percent vs. a 24 percent 
increase from the same dose of protein 
alone. The goal of this new clinical study 
was to extend these findings by examin-
ing chronic changes in muscle strength, 
fat-free mass (FFM), whole-body protein 
balance, and exercise performance 
during eight weeks of resistance training.

The randomized, active-controlled, 
double-blind study, presented as a 
poster at the ISSN conference, enrolled 
35 recreationally active male subjects 
between 35 and 55 years of age. All of 
the subjects were randomly allocated to 
one of three groups: an active group (2 
grams Velositol + 15 grams whey pro-
tein), a low-dose comparator group (15 
grams of whey protein), or a high-dose 
comparator group (30 grams of whey 
protein).

The subjects consumed the supple-
ment immediately following exercise on 
training days, and at the same time of 
day on non-training days. At zero, four 
and eight weeks, the study researchers 
assessed body composition (4C via 
DEXA, Bod Pod, Bioimpedance), whole-
body protein balance (15N-alanine), and 
upper/lower body performance [one 
rep max (1RM) and repetitions to failure 
(RTF) on bench press and squat, vertical 
jump power].

Velositol + 15 grams of whey protein 
not only significantly outperformed 15 
grams of whey protein (alone), but also 
30 grams of whey protein (alone) in sev-
eral athletic performance measurements, 
including muscle endurance, strength 
and power. These improvements were 
evident in as little as four weeks.

For more information, visit  
https://nutrition21.com

rieslandCampina Ingredients (The 
Netherlands) has announced the 
launch of Biotis SleepWell, the first 

concept to be unveiled within the Brain 
Health Benefit Solutions of the compa-
ny’s new Biotis brand.

Falling asleep is no easy feat in 
today’s hectic world: up to 30 percent 
of consumers (FMCG Gurus) worldwide 
report regular sleep disturbance, an 
issue exacerbated by the coronavirus 
pandemic. Wanting to avoid potentially 
habit-forming pharmaceutical interven-
tions, but often viewing herbal reme-
dies as unreliable, they are increasingly 
demanding natural solutions which are 
proven to be effective. This, according 
to FrieslandCampina Ingredients, is 
where Biotis SleepWell comes in. De-
signed to be taken just before bedtime, 
it is a convenient beverage, shot or 
powder application that provides the 

body with the right combination of nu-
trients to improve sleep quality in three 
ways: by supporting falling asleep, 
sleeping through the night and waking 
up refreshed.

This is achieved thanks a formulation 
with Biotis GOS, or galacto-oligosac-
charides, at its core. According to the 
company, this prebiotic ingredient has 
a strong body of research behind it, 
demonstrating its ability to influence 
the balance of microorganisms which 
make up the human microbiome. The 
balance of gut microbiota has been 
shown to impact human health, both 
mental and physical, in diverse and 
significant ways. Now, FrieslandCampi-
na Ingredients brings to market a new 
solution which demonstrates the bene-
fits of GOS on sleep health in particular.

For more information, visit https://
frieslandcampinaingredients.com/.

Velositol to Boost 
Protein’s Power

FrieslandCampina Ingredients
Introduces Biotis Sleepwell

harmactive Biotech, S.L. (Spain) 
introduced its new botanical 
combo, Isenolic COMPLEX, 

composed of its branded Isenolic 
olive leaf extract (Olea europeana L.) 
and ribwort plantain (Plantago lan-
ceolata). The complex is formulated 
to tackle cold and flu symptoms, in-
cluding throat irritations and coughs. 
It is highly water soluble and can 
be readily formulated into multiple 
palate-pleasing applications, includ-
ing foods, beverages, beverage shots 
and gummies.

Isenolic COMPLEX delivers 
multi-target mechanisms of action, 
and works on several levels. The 
Isenolic component of the formula 
is standardized to 4 percent eleno-
lic acid, the key bioactive of olive 
leaves. This compound has a history 
or scientific studies and in vitro tests 
demonstrating its capacity to help 
curb viral life cycles and support the 
immune system. Isenolic was shown 
in a recent study to suppress 65 
percent of influenza-A virus activity 
after infection in vitro in an especially 

sensitive cell line.
Ribwort plantain boasts an extraor-

dinary source of phenylethanoids 
coupled with a dense concentration 
of bioavailable verbascosides. These 
two phytochemicals have exhibited 
multifaceted beneficial capabilities, 
including antioxidant, anti-inflamma-
tory, antimicrobial, tissue-healing and 
antibacterial activity against a variety 
of gram-positive and gram-negative 
pathogenic bacterial strains, includ-
ing Streptococcus pneumonia.

For more information, visit  
http://pharmactive.eu/.

New Botanical Complex for
Cold and Flu Immune Support

N

F
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newly published paper in 
Biocatalysis and Agricultural 
Biotechnology from New Zealand 

researchers elucidates the association 
between K2 and recovery rates in indi-
viduals with COVID-19.

According to the authors, a “pro-
found increase” in inactive matrix Gla 
protein (MGP) levels were observed in 
COVID-19 patients, indicating a poor 
K2 status and associated increased risk 
of mortality from comorbidities (e.g., 
obesity, diabetes, hypertension and 
cardiovascular diseases).

MGP is dependent upon vitamin K2 
menquinone-7 (MK-7) to become active, 
and the more circulating MGP that is 
active, the more calcification in arteries 
is inhibited. Vascular calcification is a 

process known to commence in elas-
tin fibers, and elastin is a substantial 
player in ensuring tissues remain pliable 
and resilient. Elastic fibers are heavily 
present in lung tissue, where MGP, when 
activated, is considerably expressed—
indicating the importance of MK-7 in 
supporting lung (pulmonary) function.

“Therefore, MK-7 deficiency can be a 
risk factor for increasing the severity of 

the COVID-19 disease, and SARS-CoV-2 
infected patients with comorbid condi-
tions tend to develop acute manifesta-
tions,” the researchers wrote:

This paper strengthens the concept 
that vitamin K2 as MK-7 is a nutrient 
with substantial ability to protect pul-
monary function during an active virus. 
It supports an earlier study published 
in April that evaluated MK-7 in 123 pa-
tients with COVID-19 and 184 controls, 
revealing a link between vitamin K2 defi-
ciency and disease severity.

NattoPharma ASA (Norway) and its 
New Jersey-based subsidiary NattoPhar-
ma USA, Inc. offers MK-7 (as MenaQ7).

For more information, visit  
www.nattopharma.com or  
www.menaq7.com.

Vitamin K2 Deficiency Link to COVID-19 Mortality Explained: New Paper

clinical study on New Jer-
sey-based Sabinsa’s patented hair 
serum formulation was found to 

significantly improve hair fall and thin-
ning. “Clinical Study to Evaluate the Effi-
cacy and Safety of a Hair Serum Product 
in Healthy Adult Male and Female 
Volunteers with Hair Fall,” by Majeed M, 
Majeed S, Nagabhushanam K, Mundkur 
L, Neupane P and Shah K was published 
in Clinical, Cosmetic and Investigational 
Dermatology (2020:13 691–700).

The study, an open-label clinical trial, 
evaluated the efficacy and safety of 
Sabinsa’s hair serum in healthy adult 
male and female subjects. The serum, 
a multi-patented composition of amla 
extract (Saberry), freeze-dried coconut 
water (Cococin), and the micronutrient 
selenium (PeptiSeLect (γ-L-Glutam-

yl-L-selenomethionine) along with 
sandalwood and peanut shell extract, 
was evaluated in 42 subjects for a 
period of 90 days. Apart from self and 
dermatological assessment, TrichoScan, 
an instrument and software-based tool, 
was used to quantitatively assess the 
hair growth.

A noticeable improvement was 
observed in hair growth rate and hair 
density, while hair fall and thinning were 
significantly reduced at the end of 90 
days. With continuous application of 
the test product, a 57 percent reduc-
tion in breakage of hair and 81 percent 
reduction in hair fall were observed by 
the dermatologist, while the TrichoScan 
analysis revealed significant improve-
ment in hair density and growth. All the 
subjects reported overall improvement 

in hair texture and hair volume with re-
duced hair fall. No adverse events were 
reported. Scalp conditions noted during 
the baseline visits, including itching, dry-
ness and dandruff, were resolved after 
application of the product.

For more information, visit  
www.sabinsa.com.

Sabinsa Publishes Study Evaluating Hair Health Serum

A

I nternational health ingredient man-
ufacturer Kyowa Hakko Bio Co., Ltd. 
(New York) and parent company Kirin 

Holdings Co., Ltd. announced the launch 
of its novel dietary supplement ingredient 
IMMUSE, delivering a new approach for 
broad range immune support.

IMMUSE, a dietary supplement ingre-
dient, is a patented strain of Lactococcus 
lactis strain Plasma characterized as a 
heat-killed lactic acid bacteria (paraprobi-
otic) that functions to activate the immune 
system.*

It acts by activating plasmacytoid den-
dritic cells (pDC). pDC, the “commander 

in chief” of the immune system has been 
shown to activate pivotal cells such as NK, 
Killer-T, Helper-T and B cells, providing 
broad range immune support.

Supported by 10 human trials consisting 
of eight efficacy studies and two safety 
studies, IMMUSE is a science-supported 
ingredient that functions to get the im-
mune system ready and support year-round 
health* when taken regularly. A series of 
safety data including in vitro, in vivo and 
in human have been collected. Deemed 
stable in a wide variety of applications 
including tablets, capsules and gummy for-
mulations, IMMUSE is already on market as 

a finished product in Japan, where it is sold 
in the form of gummies, tablets, yogurt and 
functional beverages. Those products were 
registered with the Consumer Affairs Agen-
cy of the Japanese government as a “Food 
with Function Claims.” The products with 
IMMUSE will be the first and only products 
in Japan to display an immune-related 
function on the product.

*These statements have not been evaluated 
by the Food and Drug Administration. This 
product is not intended to diagnose, treat, cure 
or prevent any disease.

For more information, visit  
https://kyowa-usa.com/.

IMMUSE Enters the U.S. Market

A
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IngredientNews

C alifornia-based ChromaDex Corp. announced that 
results from the study “Combined metabolic cofactor 
supplementation accelerates recovery in mild-to-moder-

ate COVID-19” were published on the open access preprint 
publication server medRxiv.org. The Phase 2 study reported 
patients with mild-to-moderate COVID-19 experienced a 29 
percent reduction in recovery time when receiving the stan-
dard of care in combination with a nutritional protocol includ-
ing nicotinamide riboside (NR). The additional nutritional sup-
port was designed to promote healthy mitochondrial function 
and reduced average recovery time to 6.6 days in comparison 
to average placebo recovery time of 9.3 days. COVID-19 has 
been associated with metabolic conditions such as hyperten-
sion, high blood sugar, obesity, high triglycerides and low 
HDL (high-density lipoproteins) cholesterol, putting individuals 
with these conditions at greater risk for worse outcomes. The 
patients receiving the nutritional protocol consisting of nicotin-
amide riboside (NR), L-serine, N-acetyl-L-cysteine (NAC), and 
L-carnitine tartrate also experienced a significant improvement 
in liver function.

For more information, visit www.chromadex.com.

C ontinuing its research on 
human milk oligosaccharides 
(HMOs), DuPont Nutrition & 

Biosciences (Wisconsin) released 
the findings of a new study 
demonstrating the importance of 
probiotic strain specificity, even 
within a sub-species, when related 
to efficient utilization of HMOs).

Several species of Bifidobacte-
rium have been shown to utilize 
HMOs, but little work has been done to study utilization 
variations within the species or sub-species. This study 
examined two strains of B. infantis, a prevalent species 
in the guts of breastfed infants. The study found that 
B. infantis Bi-26 has a unique strategy to quickly utilize 
2-Fucolsyllactose (2’-FL), 3’-FL and difucosyllactose (DFL) 
which results in faster growth, unique metabolite produc-
tion and a distinct global gene transcription response 
when compared to the type strain ATCC 15697 (refer-
ence strain for the B. infantis subspecies).

For more information, visit  
www.dupontnutritionandbiosciences.com.

ChromaDex Announces Study Results 
Showing Nutritional Protocol
Including Nicotinamide Riboside
Plus Standard of Care Reduces
Recovery Time in COVID-19 Patients

DuPont Research
Demonstrates Impact of Strain 
Specificity on Human Milk
Oligosaccharide Utilization

ynergia Life Sciences Pvt. Ltd. (India) 
has announced that it received 
FDA (U.S. Food and Drug Adminis-

tration) “No Question” letter to a GRAS 
(generally recognized as safe) Notification 
(GRN000887), submitted to the FDA on 
Oct. 21, 2019, for the intended use of a 
form of Natural vitamin K2, menaquinone-7 
(MK-7), the MenaquinGold brand as a food 
ingredient and as a nutrient in oral nutri-
tional supplement products or foods for 
special dietary uses intended for children 1 
to 13 years old.

After several months of critical evaluation 
and correspondence clarifying the scope 
of use, the standardized manufacturing 
process, specifications, safety narrative and 
cited scientific references, the FDA opin-
ioned on Synergia’s GRAS Notification and 
issued the “No Question” letter. This is the 
first time that the FDA has issued such a 
letter for use of MK-7. The GRAS Notifica-
tion specifically relates to Natural Vitamin 
K2 (MK-7), MenaquinGold brand, manu-
factured by Synergia Life Sciences Pvt. Ltd. 
through fermentation technology produc-

tion process utilizing Bacillus licheniformis 
strain of fermentation bacterium.

“Synergia is excited to receive this hard 
worked on GRAS Notification response 
from FDA,” said Dr. Dilip Mehta, chief ex-
ecutive officer of Synergia Life Sciences Pvt. 
Ltd. “The MK-7 has increasingly been ac-
cepted as an important nutrient for human 
health “multitasking” vitamin, contributing 
especially to the bone, cardiovascular and 
metabolic health. The current GRAS Noti-
fication response from FDA is a significant 
step forward in the growing recognition of 
vitamin K2 (MK-7) as a safe nutritional sup-
plement in children and adolescents.”

“This GRAS Notification will have a posi-
tive impact in the expansion of the vitamin 
K2 (MK-7) market and provide confidence 
to various food and nutritional supplement 
manufacturers on the safety evaluation 
of vitamin K2 (MK-7), especially Natural 
MenaquinGold,” added Dale Kriz, man-
aging director of Nu Science Trading LLC 
(Phoenix AZ), distributor of MenaquinGold 
for the North American nutritional mar-
ket. “Currently, we are working on several 

innovative products incorporating Natural 
MenaquinGold to cater to this growing 
market segment.”

Vladimir Badmaev, MD PhD, author of 
several publications on vitamin K and med-
ical advisor to Synergia Life Sciences said, 
“The research on healthy bones in children 
and young adults, while recognizing the 
important role of calcium and vitamin D 
brings up the beneficial and versatile role 
of vitamin K2 as menaquinone-7 (MK-7) 
which is well supported scientifically, with 
several preclinical, epidemiological and 
clinical studies published over the last 
decade.”

For more information, visit  
www.synergialifesciences.com and  
www.menaquingold.com.

MenaquinGold Receives FDA “No Question”
GRAS Notification for Vitamin K2 (MK-7)

S
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AssociationNews

The Natural Products Association 
(NPA) is requesting that the U.S. 
Food and Drug Administration 

(FDA) amend the Federal Food Drug 
and Cosmetic Act (FDC Act) to allow 
for zero calorie labeling for branched 
chain amino acids (BCAAs). Conflicting 
guidelines from the FDA have led to an 
increase in private litigation recently, 
creating more uncertainty in the indus-
try for manufacturers, small businesses 
and consumers.

In the citizen petition, NPA specifi cal-
ly requested:

• That FDA revise the Nutrition Facts 
regulations to address the discrepan-

cy between 21 CFR 101.36(b)(2) and 
21 CFR 101.9 pertaining to providing 
caloric values for BCAAs on supplement 
labels.

• That while the agency works to 
make this revision, that an enforcement 
discretion policy be issued to allow for 
dietary supplement labels to include 

BCAAs without specifying caloric values 
for those ingredients.

“This is a commonsense short-term 
solution to provide our businesses 
with some relief from the increase in 
frivolous lawsuits we’ve seen recently,” 
said Daniel Fabricant, PhD, president 
and CEO of NPA. “Clear and consistent 
guidance from the FDA is the best way 
to ensure that consumers can make the 
most informed decisions about their 
health.”

The full citizen petition can be viewed 
at www.npanational.org/wp-content/
uploads/2020/10/Citizen-Petition-Ami-
no-Acids.pdf.

NPA Asks for Relief from Frivolous Lawsuits,
Requests Clear Guidance on Supplement Labeling

T he American Botanical Council 
(ABC) has announced Symphony 
Natural Health’s (West Valley 

City, UT) adoption of maca (Lepidium 
meyenii) through ABC’s Adopt-an-Herb 
botanical research and education pro-
gram.

Symphony Natural Health’s adoption 
supports ABC’s extensive HerbMedPro 
database, ensuring that this unique 
research and educational resource re-
mains up to date for researchers, health 
professionals, industry members, stu-
dents, consumers and other members of 
the herbal and dietary supplement and 
natural medicine communities.

HerbMedPro is a comprehensive, in-
teractive online database that provides 
access to important scientifi c and clinical 
research data on the uses and health 
effects of more than 265 herbs, spices, 
medicinal plants and fungi.

“We could think of no herb other than 
maca that is more ideal for our company 
to adopt,” said James Frame, CEO of 
Symphony Natural Health. “Maca is the 
core ingredient in half of our product 
line, we have been researching the plant 
for more than 20 years, and we have 
exported thousands of tons of maca 
around the world from our operation in 
Peru, controlling the whole process from 
seed to shelf.

“Since 1999, our director of research 
and development, Dr. Henry Meiss-
ner, has conducted extensive clinical 

research on maca and its effects in wom-
en,” Frame added. “To promote maca 
and its health benefi ts around the world, 
he has collaborated with Dr. Gloria 
Chacón, who is regarded as the ‘Mother 
of Maca,’ and Dr. Gustavo Gonzales, 
who has conducted ex-
tensive research on maca 
and its effects in men.”

Symphony Natural 
Health’s “why,” or pur-
pose, is to be conscious, 
lead and empower, 
according to Frame. 
That includes providing 
optimal health solutions, 
leading by example, 
creating trends instead of 
following them, and offer-
ing products supported 
by clinical trial results. 
“Supporting a leader like 
ABC through the Adopt-
an-Herb program helps 
empower our industry 
with the latest informa-
tion about maca, which is 
perfectly aligned with our 
‘why,’” Frame said.

“We hope that with this 
adoption, the industry will 
recognize that there are, 
in fact, different phenotypes [observable 
characteristics or traits] of maca,” Frame 
continued. “By illustrating that these 
phenotypes can be different colors and 

have different DNA, analytical profi les, 
and physiological effects in the body, 
we can then ensure that when people 
consider using maca, they can assess 
what would be the best phenotype or 
combination of phenotypes.”

“ABC highly appre-
ciates the adoption of 
maca by Symphony Nat-
ural Health, which allows 
the published science 
on this important plant 
to be made available to 
a broader audience via 
ABC’s HerbMedPro da-
tabase,” said ABC Chief 
Science Offi cer Stefan 
Gafner, PhD. “Unfortu-
nately, maca has become 
an example of a medic-
inal plant for which bi-
opiracy [the illegal export 
of maca and establish-
ment of large cultivations 
in China] has deprived 
producers in Peru, where 
the plant is native, of fair 
compensation. As such, 
we applaud Symphony 
Natural Health for its 
long-standing commit-
ment to Peruvian-grown 

maca and supporting the plant’s health 
benefi ts with scientifi c research.”

For more information, visit 
https://abc.herbalgram.org.

Symphony Natural Health Adopts Maca Through ABC’s Adopt-an-Herb Program
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Most of us can’t wait for 2020 to come 
to a close. It represents too many 
distressing milestones: the pan-

demic, a presidential impeachment, racial 
unrest, a divisive election, hurricanes and 
wild fires, the list goes on. I know that I will 
be eager to toast to a New Year and new 
beginnings in 2021.

Nevertheless, as the wisdom of our 
grandparents tells us, good things can 
come out of adversity. As I reflect on this 
past year, one development that goes into 
the positive column is that this may have 
been the year retailers and dietary sup-
plement marketers had a fresh awakening 
to the interdependence between the two. 
Retailers rely on their vendors for innovative 
products, reliable delivery and assurances 
of quality; and product marketers rely on 
these retail outlets as the gateway to con-
sumers. Both sides have always known that, 
but perhaps 2020 helped put that symbiosis 
into starker focus.

The pandemic caused a dramatic in-
crease in dietary supplement sales starting 
in March; by April, many chain drug, mass 
and grocery stores reported spikes of 30 
percent or more over the last year. At first, 
consumers were pantry stocking, but the 
increased sales were sustained and have 
never returned to pre-pandemic levels. At 
the same time, supply chains were disrupt-
ed, some retailers were shut down, and 
consumers were reluctant to venture out 
to shop. So that period also witnessed a 
striking acceleration in online commerce, 
raising questions about whether consumers 
will return to brick-and-mortar stores when 
the pandemic is over. But the retail experi-
ence, whether online or in store, is still how 
consumers get introduced to new products, 
compare goods and decide how to engage 
with our brands.

The pandemic reminded us that ingre-
dient disruptions, unreliable delivery and 
“out of stocks” impact all levels of the 
supply chain. If consumers couldn’t find 
their preferred brand of supplements, many 
supplement users (27 percent according to 
CRN’s COVID-19 survey) reported buying 
a different brand of dietary supplement 
or switching from a branded product to a 
generic/store brand product (21 percent) 
instead. But supplement users were also 
likely to experience store closures (16 per-
cent), and many shifted to online purchases, 
with 38 percent of users reporting making 
dietary supplement purchases through on-
line-only stores since the pandemic. While 

the first set of options injure the brand’s 
sales, but not the retailer’s, the second set 
of purchase alternatives hurt the retailer but 
not the brand. Collectively, the resourceful-
ness by consumers and limits to their loyalty 
to both retailers and brands, remind us that 
our collective fortunes rise or sink together.

The interdependence between retailers 
and marketers/manufacturers extends well 
beyond sales. As we learned back in 2015 
during the New York Attorney General 
ordeal, stores can be targeted by regula-
tors’ wrath, and the negative publicity that 
accompanies it, when questions of quality 
or safety arise. Consumers are just as apt to 
associate negative allegations with where 
they bought the product as they are with 
the brand itself. That point was reinforced 
a year later when the FTC (Federal Trade 
Comission) targeted retailers for their store 
brand supplements that were making nearly 
identical claims as the national brands 
they were imitating. We’re all inextricably 
connected.

It’s not surprising then that in the past 
year, several large retailers have unveiled 
their own certification programs to evaluate 
the supplements they put on their shelves. 
CVS and other retailers have announced 
various testing programs to confirm the 
GMP (good manufacturing practice) com-
pliance of the sites where supplements are 
manufactured, or the accuracy of supple-
ment labels for the identity, purity and qual-
ity of what’s in the bottle—or both. These 
types of programs create both potential 
benefits and risks to brand marketers. While 
retailer verification programs are welcomed 
engagements by retailers to help police the 
supplement aisle of less reputable players 
and provide a halo to responsible ones, 
these programs inevitably add costs. The 
key to moving forward is to assure these 
programs are harmonized and use consis-
tent, if not identical, auditing standards—
otherwise they add unnecessary expense 
and burden. Imagine 10 different retail 
chains each imposing their own, slightly 
different set of requirements.

Luckily, programs such as the Global 
Retailers & Manufacturers Alliance (GRMA) 
have also come of age this year, offering 
an ANSI-accredited standard for third 
party GMP audits. Wide adoption of these 
standards by retailers will set a bar for the 
industry. Supplement quality should be 
the price of admission to the market, not 
used as points of distinction among stores. 
Consumers should have the assurance of 

knowing whichever retailer they patronize, 
everything on the shelf is safe and contains 
what it claims.

The Supplement OWL (Online Wellness 
Library), the industry’s voluntary registry 
of dietary supplements provides another 
opportunity for retailers to set a bar for the 
market. Retailers should incorporate the 
expectation that their vendors will list their 
labels in the Supplement OWL along with 
their other certification requirements. This 
registry provides the transparency consum-
ers want and gives regulators the visibility 
they need to aid enforcement of this $50 
billion marketplace. Widespread adoption 
of the Supplement OWL is overdue.

As the year comes to an end, CRN is 
launching another tool that illustrates the 
connections between retailers and their 
vendors: our retailer education program 
for probiotics. Unlike other supplements, 
probiotics pose unique challenges for 
retailers, as these products contain living 
organisms that must stay alive throughout 
their shelf life to be effective. Sometimes 
that requires special shipping and stor-
age conditions, even in store, to provide 
consumers with a beneficial product. They 
are properly measured by live organism 
count, not metric weight, and different 
strains have different health benefits—just 
identifying the product as a ”probiotic” 
doesn’t give consumers enough information 
to make smart purchase decisions. CRN’s 
new program will educate retail buyers, 
pharmacists, dietitians and quality control 
staff about the questions they should ask 
of their probiotic suppliers and the talking 
points they should know to help guide their 
customers to effective products. It’s another 
example of how supplement marketers and 
retailers can collaborate to improve their 
collective future.

So even as we kiss 2020 goodbye, let’s 
hope this year of disruption, turmoil and 
divisiveness has also reminded us that our 
fortunes are inevitably linked. Let’s keep 
advancing our common interests to provide 
consumers with products that help them 
live healthier lives.

CRNUpdate
2020: The Year We Woke Up to Our Interdependence With Retailers

Steve Mister is the 
president & CEO of the 
Council for Responsible 
Nutrition (CRN), the 
leading trade association 
for the dietary supple-

ment and functional food industry.

By Steve Mister, President & CEO, Council for Responsible Nutrition
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ree, circulating vitamin D levels in 
the blood may be a better predictor 
of future health risks in aging men, 

according to a study presented at e-ECE 
2020. These data suggest the free, precursor 
form of vitamin D found circulating in the 
bloodstream is a more accurate predictor of 
future health and disease risk, than the often 
measured total vitamin D. Since vitamin D 
deficiency is associated with multiple serious 
health conditions as we get older, this study 
suggests that further investigation into 
vitamin D levels and their link to poor health 
may be a promising area for further research.

Vitamin D deficiency is common in 
Europe, especially in elderly people. It has 
been associated with a higher risk for devel-
oping many aging-related diseases, such as 
cardiovascular disease, cancer and osteopo-
rosis. However, there are several forms, or 
metabolites, of vitamin D in the body but it 
is the total amount of these metabolites that 
is most often used to assess the vitamin D 
status of people. The prohormone, 25-di-
hydroxyvitamin D is converted to 1,25-di-
hydroxyvitamin D, which is considered the 
active form of vitamin D in our body. More 
than 99 percent of all vitamin D metabolites 
in our blood are bound to proteins, so only 

a very small fraction is free to be biologically 
active. Therefore the free, active forms may 
be a better predictor of current and future 
health.

Dr. Leen Antonio from University Hospitals 
Leuven in Belgium and a team of colleagues 
investigated whether the free metabolites 
of vitamin D were better health predictors, 
using data from the European Male Ageing 
Study, which was collected from 1,970 
community-dwelling men, aged 40-79, 
between 2003 and 2005. The levels of total 
and free metabolites of vitamin D were 
compared with their current health status, 
adjusting for potentially confounding factors, 
including age, body mass index, smoking 
and self-reported health. The total levels of 
both free and bound vitamin D metabolites 
were associated with a higher risk of death. 
However, only free 25-hydroxyvitamin D was 

predictive of future health problems and not 
free 1,25-dihydroxyvitamin D.

“These data further confirm that vitamin D 
deficiency is associated with a negative im-
pact on general health and can be predictive 
of a higher risk of death.” Antonio explained.

As this is an observational study, the 
causal relationships and underlying mecha-
nisms remain undetermined. It was also not 
possible to obtain specific information about 
the causes of death of the men in the study, 
which may be a confounding factor.

“Most studies focus on the association 
between total 25-hydroxyvitamin D levels 
and age-related disease and mortality. As 
1,25-dihydroxyvitamin D is the active form 
of vitamin D in our body, it was possible it 
could have been a stronger predictor for dis-
ease and mortality. It has also been debated 
if the total or free vitamin D levels should be 
measured. Our data now suggest that both 
total and free 25-hydroxyvitamin D levels are 
the better measure of future health risk in 
men,” said Antonio.

Antonio and her team are currently 
finalizing the statistical analysis and writing a 
manuscript on these findings.

For more information, visit  
www.ese-hormones.org.

ScienceUpdate

Excess Folic Acid During Pregnancy Harms Brain Development of Mice
UC (University of California) Davis 
MIND Institute study of pregnant 
mice found that high amounts of folic 

acid during pregnancy harmed the brain 
development of embryos. Researchers say 
the findings indicate that more investigation 
is needed about the best recommended 
dosage for pregnant women.

“We believe there’s a Goldilocks effect 
with folic acid. Too little is not good, too 
much is not good; you have to get it just 
right,” said Ralph Green, UC Davis dis-
tinguished professor of pathology and 
medicine and a corresponding author of the 
study.

The research, published in Cerebral Cor-
tex, involved pregnant mice who were given 
either a normal amount of folic acid, 10 times 
the recommended amount, or none. The off-
spring of the mice that received the largest 
amount showed significant brain changes.

“It’s not subtle. It’s substantial,” said 
Konstantinos Zarbalis, associate professor in 
the Department of Pathology and Laboratory 
Medicine and also a corresponding author of 
the research. “It makes a marked differ-
ence in brain structure if you take very high 

amounts of folic acid.”
Paradoxically, changes in the brain due to 

too much folic acid mimicked those associ-
ated with a deficiency of folic acid. “This, to 
me, was an even more important insight,” 
said Zarbalis. He noted that in humans, 
research shows that impaired folate uptake 
into the brain can cause cerebral folate de-
ficiency, a syndrome that is often associated 
with the development of autism.

Folic acid (the synthetic form of vitamin 
B9, or folate) supplementation is widely rec-
ommended for women of child-bearing age. 
It has been shown to substantially reduce the 
risk of neural tube defects, such as spina bi-
fida, in children. Research, including studies 
at the MIND Institute, has also shown that 
prenatal vitamins that include folic acid have 
a protective effect against the development 
of autism and other disorders.

“Addition of folic acid to the diet was a 
good thing, and I’ve supported fortification, 
but there is a ‘best amount’ of folic acid, and 
some people may be getting more than is 
optimal,” said Green.

Women who have given birth to a child 
with neural tube defects or who have certain 

conditions like epilepsy and take anticonvul-
sants, have generally been advised to take 
much higher doses of folic acid.

“In animal models, we have indications 
that very high amounts of folic acid can be 
harmful to brain development of the fetus, 
and the clinical community should take this 
indication seriously, to support research in 
this area to reevaluate the amount of folic 
acid that is optimal for pregnant women,” 
said Zarbalis.

Zarbalis and Green suspect that the prob-
lem lies in the way folic acid is metabolized 
by the body and have plans to investigate 
the phenomenon further.

For more information, visit  
www.ucdmc.ucdavis.edu.

A

F
Vitamin D Levels in the Blood Can Predict Future Health Risks and Early Death
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Finding natural solutions for those seeking to maintain healthy blood sugar levels is needed
now more than ever before. By Shari Barbanel

Blood
Sugar

addressing

Concerns

A ccording to the National 
Institutes of Diabetes and 
Digestive and Kidney 
Diseases, an estimated 30.3 

million people have diabetes, while 
another 84.1 million adults ages 18 
and older are prediabetic. And at a 
time when the world is laser-focused 
on their health due to the COVID-19 
pandemic, it is those with certain med-
ical conditions that need to be extra 
careful. Among them are people with 
blood sugar issues including metabolic 
syndrome and diabetes.

According to Rob Brewster, president 
of California-based Ingredients by Na-
ture (IBN), across the world, the number 
of people considered to be prediabetic 
or type-2 diabetic continues to increase. 
Further, in the U.S. alone, nearly half of 
the population falls into one of the two 
categories.

“A large concern right now is that 
heightened blood sugar levels can im-
pair the immune system’s functionality, 
leaving people more susceptible to var-
ious illnesses, including coronaviruses,” 
Brewster said. “Word is also getting out 

that type-2 diabetes isn’t the only time 
when immune system complications 
from glucose levels can occur. Blood 
glucose levels that put someone into 
the prediabetes range is also of con-
cern, and one in three Americans are 
prediabetic. This puts a large portion 
of the United States into a group that 
needs to worry about their blood sugar 
levels and the eventual consequences 
of not taking action.”

While there are a number of fac-
tors that can cause insulin resistance, 
increasing the development of type 2 
diabetes, a major factor is diet and life-
style. The Dietary Guidelines for Amer-
icans states that the average American 
diet consists of excess sodium, satu-
rated fat, refined grains and calories 
from solid fats and added sugars. The 
guidelines also state that Americans 
eat less vegetables, fruits, whole grains, 
dairy products and oils than recom-
mended. And according to the Centers 
for Disease Control and Prevention 
(CDC) almost 35 percent of adults in the 
U.S. are obese, and it is estimated that 
this statistic will increase to almost 50 

percent within 15 years.
“The average U.S. consumption of 

added sugar in foods and beverag-
es consumed is 58.7 pounds. Type 2 
diabetes is a global epidemic with 280 
million people according to the World 
Health Organization (WHO),” said 
Guy Woodman, general manager for 
Euromed USA, Inc. (Bridgeville, PA). “In 
the U.S., there are 89 million Americans 
with pre-diabetes who should take 
action to avoid higher glucose levels 
by losing weight, improving their diet 
and increasing their level of exercise to 
avoid being diagnosed later in life with 
type 2 diabetes.

And as the number of people with 
blood sugar issues grows, so does the 
category. “We can gauge the significant 
potential for supplements marketed for 
health blood sugar by the $825 billion 
market for drugs and devices for dia-
betics,” Woodman added. “Diabetes 
is one of the fastest growing diseases 
globally. Since 1980, the number of 
people with diabetes has increase 400 
percent. If the current trend continues, 
the number of people with diabetes 
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in the world is expected to reach 640 
million by 2040.”

Ingredients for Blood Sugar 
Support
Among the ingredients that have been 
recognized to support healthy blood 
sugar levels include cinnamon, ber-
berine and chromium. “In a review of 
dietary supplements for blood sugar 
support in Nutrition and Diabetes1 
earlier this year, minerals were cited as 
the most widely studied category. This 
includes minerals such as chromium, 
potassium, selenium, sodium and zinc,” 
said James Komorowski, MS, CNS, chief 
science officer for Nutrition21 in New 
York. “Chromium, they said, is particu-
larly well studied in relation to diabetes. 
In fact, one notable review highlighted 
the potential association between chro-
mium deficiency and hyperglycemia 
and impaired glucose tolerance.”

Nutrition21 offers Chromax chromium 
picolinate, which is backed by 35 clini-
cal studies, eight of which focus specifi-
cally on its role in blood sugar support. 
According to the company, Chromax 
has been shown to: promote carbohy-
drate metabolism; improve blood sugar 
metabolism; enhance insulin sensitivity 
and improve blood sugar metabolism; 
help reduce food intake; reduce caloric 
intake; help manage hunger levels; and 
increase satiety.

“Chromium has been shown to play 
an important role in glucose, lipid and 
amino acid metabolism by its poten-
tiating effects on insulin action,” said 
Komorowski. “But the typical dietary 
intake of chromium is suboptimal as few 
diets contain even the minimum of 50 
mcg. Chromium, in the form of Chro-
max chromium picolinate, has signifi-
cantly enhanced absorption. Combining 
picolinic acid with chromium enhances 
the bioavailability of chromium, and 
by doing so, improves insulin utiliza-
tion and efficiency. Improving insulin 
utilization can positively influence body 
composition because of the role insulin 
plays in the endogenous synthesis of 
fatty acids and triglycerides, as well as 
in increasing muscle protein synthesis.”

Morris Zelkha, CEO of Israel-based 
TriNutra Ltd. agreed that chromium 

picolinate is one of the most widely 
recognized and used ingredients for 
healthy blood sugar support. “Latest 
developments have been to create 
combinations of chromium picolinate 
with other ingredients—such as ber-
berine, cinnamon, gymnema, vitamin D 
and other—to enhance its effects,” he 
said.

According to Hannah Ackermann, 
head dietitian & communications 
manager for Comet Bio (Schaumburg, 
IL), fiber is also a long-standing ingre-
dient for maintaining blood glucose 
metabolism. “Recently, there has been 
a greater emphasis on prebiotic dietary 
fiber,” she said. “Prebiotics are soluble 
fibers often found in grains, vegeta-
bles and fruits and are non-digestible, 
meaning human enzymes cannot break 
them down. Prebiotics work symbioti-
cally with probiotics serving as food for 
the good bacteria helping to promote a 
healthy microbiome.”

Comet Bio is a food technology start-
up that upcycles crop leftovers into 
unique, healthy and innovative sup-
plements. The company’s ingredient, 
Arrabina is a prebiotic dietary fiber that 
promotes gut health, helps maintain 
healthy blood glucose levels and sup-
ports immunity.

IBN’s Brewster noted that “citrus 
bioflavonoids have commonly been 
used for their synergy with vitamin C, 
but certain ones—such as eriocitrin 
and hesperidin—also provide potent 
support to the body’s ability to maintain 
proper blood sugar levels.”

IBN’s lemon flavonoid blend Eriomin 
is the company’s most successful and 
most recent ingredient innovation. 
Through its research, IBN discovered 
that “eriocitrin is a much more powerful 
citrus bioflavonoid than previously con-
sidered and is able to provide ample 
support to the body to help maintain 
normal levels of blood glucose, he said. 
“Eriomin is the first ingredient to take a 
tri-pronged approach to blood glucose 
support by addressing insulin resis-
tance, oxidative stress and the inflam-
matory response.

“Eriomin is able to effectively help 
improve blood glucose levels because 
of the cyclical effect of its interrelated 
benefits. Improved antioxidant activity 

influences a decrease in inflammatory 
cytokines and an increase in insulin 
sensitivity,” Brewster explained. “Like-
wise, the decrease in cytokines helps 
decrease insulin resistance and helps 
to improve the antioxidant activity. All 
of these actions work together to help 
increase to glucose tolerance and so 
help normalize fasting glucose levels. 
One ingredient, multiple functions that 
deliver a more powerful benefit.”

Abalife from Euromed USA, is a new 
patented extract from fig fruit con-
taining a standardized amount of a 
compound, abscisic acid (ABA). “This 
substance is produced in our bodies 
in the vitamin A pathway and naturally 
present in many fruits and vegetables. 
The main role of ABA in human health 
has been only recently clarified: It 
induces metabolic signals that promote 
glucose and inflammatory homeosta-
sis,” noted Woodmand. “ABA is also 
produced endogenously by some cells 
in our bodies but is largely influenced 
by dietary intake. In fact, it has been 
shown that after glucose intake, plasma 
ABA does not increase in diabetic 
people, but it does in healthy subjects, 
where it has a beneficial effect on the 
glycemic and insulin responses, without 
affecting insulin release.

“The mechanism of action, re-
searched in-vivo and in-vitro and 
confirmed with molecular docking, has 
been identified in the metabolic chang-
es induced by the binding to a receptor 
named lanthionine synthetase C-like 2. 
The net effect is to increase the produc-
tion of the protein, Glut-4 that carries 
glucose from the bloodstream into the 
cell, reducing the level of glucose in the 
bloodstream.”

According to Zelkha, black seed 
oil is an ingredient rich in history and 
potential—including for healthy blood 
sugar support. TriNutra offers Thymo-
Quin 3%. “Our ThymoQuin 3% black 
seed oil is a powerful source of blood 
sugar support. We spent years develop-
ing our unique cultivation of black seed 
that could be standardized to 3 percent 
thymoquinone,” he explained. “The oil 
is obtained via a proprietary cold-press 
extraction that delivers a very pure and 
potent ingredient that has less than 2 
percent fatty acid. Studies have shown 
that in addition to helping improve 
blood glucose levels and insulin sensi-
tivity, ThymoQuin is a safe and effective 
way to support blood pressure, mito-
chondrial functionality and help the 
body against fatty liver.”

Blood
Sugar

addressing

Concerns
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Delivery Options & Access to 
Research
The delivery options for dietary supple-
ments have moved far beyond a simple 
tablet or a capsule, as today’s consum-
ers want a variety of options. “Having 
ingredients that can be formulated into 
various delivery formats is more ap-
pealing and can meet the demands of 
different demographic groups that need 
blood sugar support,” noted Brewster. 
“Tablets and capsules are convenient. 
Gummies, powdered drink formulations 
and liquid supplements have also seen 
an increase in interest. That’s why IBN 
has made it possible for Eriomin to be 
tailored to a diverse selection of deliv-
ery systems.”

It is also no secret that some ingre-
dients have flavors that may not agree 
with consumers, so companies need 
to make sure that products they create 
are pleasant. “As a manufacturer of fruit 
and vegetable concentrates, we know 
some products have an astringent or 
bitter taste that may be unpalatable for 
consumers,” Woodman said. “ABAlife 
has a pleasant mild sweet taste that is 
well suited for gummies, dry drink mix-
es or ready to drink products. ABAlife 
is also self-affirmed as GRAS (generally 
recognized as safe) for numerous food 
and beverage applications and low-cal-
orie sweeteners.”

In addition to a plethora of delivery 
options, shoppers today want proof 
that the products they spend their 
hard-earned money deliver on their 
claims. And with the ability to look this 
information up in a matter of minutes 
means companies need to have this 
information easily accessible. “The 
science is key to being heard. Listing 
benefit claims is important but backing 
them with displayed results from clinical 
trials takes those claims and puts them 
on a pedestal,” said Brewster. “Con-
sumers continue to become more aware 
and educated about the products they 
use, and some solid research can go a 
long way to bring in new customers and 
keep them loyal. Research shouldn’t 
be a once-and-done effort either. Each 
additional study has the power to build 
up a strong foundation of data that the 
claims are viable and realistic, setting 

the product ahead of its competition.”
IBN’s first study on Eriomin “provid-

ed significant evidence to support its 
ability to help the body maintain proper 
blood glucose levels. All the subjects 
that consumed Eriomin were able to 
experience drops in blood glucose 
levels via improved insulin sensitivity, re-
duced inflammatory cytokine levels and 
increased antioxidant capacity, among 
other relevant biomarkers,” Brewster 
explained. “Even more importantly, an 
average of 24 percent of subjects were 
able to return to normal fasting glucose 
levels and showed a successful increase 
in glucose tolerance. We are currently 
doing additional research on Eriomin 
to provide additional support for these 
findings.

“Our current research on Eriomin 
is published and available for both 
product manufacturers and consumers 
who visit our Eriomin website. When 
we publish our other studies, those will 
become available as well.”

Euromed USA’s Woodman added 
that U.S. customers prefer two human 
clinical studies to support their struc-
ture-function claims for their products. 
“Euromed has published one human 
efficacy study on ABAlife and an animal 
study that was published, ‘Abscisic acid 
enriched fig extract promotes insu-
lin sensitivity by decreasing systemic 
inflammation and activating LANCL2 in 
skeletal muscle’ in the prestigious jour-
nal Nature, earlier this year. Once the 
studies are published, we provide the 
information to the news media, includ-

ing that for health professionals, so they 
aware of positive studies on nutraceuti-
cal products.”

As for TriNutra, the company is con-
stantly on the lookout for more oppor-
tunities to establish clinical studies and 
then get them published in recognized 
scientific journals. “There is also more 
effort put towards public relations and 
social media to provide more education 
within the industry, but also for con-
sumers,” Zelkha explained. “Building 
consumer awareness of our products 
will help them to better understand the 
benefits of ingredients like ThymoQuin 
and will get them to start demanding 
higher quality supplements.”

As the number of people that are 
prediabetic or diabetic continues to 
rise, the need for natural ingredients 
that cater to stabilizing blood sugar 
levels will continue to grow. “Given the 
widespread prevalence of diabetes, 
metabolic syndrome and obesity—all of 
which are underpinned by blood sugar 
dysfunction to some degree—there will 
continue to be a lot of activity in this 
market,” said Komorowski.

“The category has started to look 
into some of the reasons for increased 
blood sugar levels and addressing the 
cause in addition to the effect,” con-
cluded Zelkha. “Weight challenges are 
very prevalent in the U.S. resulting in 
many consumers experiencing metabol-
ic syndrome. Providing more holistic ap-
proached will not only help blood sugar 
levels but facilitate overall wellness and 
better health.” NIE

Reference:
1 Hannon, B.A., Fairfield, W.D., Adams, B. et al. 

Use and abuse of dietary supplements in persons with 
diabetes. Nutr. Diabetes 10, 14 (2020). https://doi.
org/10.1038/s41387-020-0117-6.
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“Having ingredients that 

can be formulated into 

various delivery formats 

is more appealing and 

can meet the demands 

of different demographic 

groups that need blood 

sugar support.”

— Rob Brewster, Ingredients by 
Nature (IBN)
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Q uality. From an ethical stand-
point, it would seem that all 
suppliers and manufacturers 
would want optimal quality, 

if not for end-user value then for liability 
insurance, at the very least.

But suppliers aren’t always transparent 
and manufacturers aren’t always aware. 
Therein lies the rub.

That’s why we turned to our panel of 
experts to suss out what’s vital and what’s 
not regarding quality for dietary supple-
ment ingredients.

NIE: How do you (or how does your 
company or organization) define “qual-
ity” with respect to nutritional ingredi-
ents?

Sudberg: They say beauty is in the 
eyes of the beholder. Similarly, quality 
can be in the eyes of the beholder, but 
first look for that spec.

Specifications should be set in advance 
of all testing. This makes testing for the 
quantity of THC or CBD or resveratrol 

Our expert panel:

Dan Lifton
President
Maypro Ventures
Purchase, NY
www.maypro.com

Elan Sudberg
CEO
Alkemist Labs
Garden Grove, CA
www.alkemist.com

Salma Fathalla
Director
Quality Assurance
Nutrition21
Purchase, NY
https://nutrition21.com

William Sommer
Vice President Global 
Development and Regulatory
NattoPharma
Oslo, Norway and Edison, NJ
www.nattopharma.com

Daniel Fabricant, PhD
President and CEO
Natural Products Association 
(NPA)
Washington, D.C.
www.npanational.org

Vishal Shah
Director
Nutriventia
Mumbai, India
https://nutriventia.com
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very simple. It either meets spec or it 
does not. Identity testing is far more 
complicated and even nuanced.

Gertrude Stein said, “A rose is a rose 
is a rose,” but the industry relies on 
Alkemist Labs when they want to be 
confident that it is indeed a rose, and 
be able to prove it.

Botanicals have data points that 
vary based on growing conditions, 
harvest conditions, drying conditions 
and region, and further impacted by 
extraction conditions. With DNA test-
ing or some of these new magic-box 
tricorders like plug and play devices, a 
rose is a rose is a rose and labs using 
that technology might pass substandard 
quality material because the investiga-
tion was too narrow.

Alkemist Labs deploys HPTLC 
(high-performance thin-layer chroma-
tography), which allows the full offering 
of the plants phytochemical fingerprint 
to be debuted in a colorful chromato-
gram which can then be compared 
to many reference samples, ensuring 
accuracy.

We don’t just pass your elderberry 
based on the presence of one data 
point or it being a genetic match, we 
use multiple data points and consider 
the experience the plant had along 
the way to its present and potentially 
questionable state. There is a quality 
story that hides in the identity story and 
we assess both together. Our clients 
are sure they are working with or selling 
authentic, quality ingredients.

Fathalla: Quality ingredients are the 
building blocks for a quality finished 
product. A consistently efficacious, safe, 
science-backed product is a quality 
product. Further, proper documentation 
and accurate SOPs (standard operating 
procedures) that comply with cGMPs 
(current good manufacturing practices) 
make for a solid QMS (quality manage-
ment system) that is critical in produc-
ing quality ingredients. At Nutrition21, 
quality is of the utmost importance. Our 
customers rely on us to consistently 
provide science-based, high quality 
ingredients that will take their products 
to the next level.

Shah: Quality is part of our DNA at 
Nutriventia and touches every aspect 

of our organization. A commitment to 
quality branded ingredients is as much 
about the ingredient itself as the man-
ufacturing process, plants, and people, 
to the value we provide our customers 
at Nutriventia.

Quality starts on the backend with 
sourcing trusted and tested raw ma-
terials with uniform manufacturing to 
provide our customers dependable 
branded solutions with batch-to-batch 
consistency. We ensure our products 
are safe and meet their intended tar-
gets, whether a technical advantage or 
specific efficacy requirements, then pro-
vide the support needed for a reliable 
customer experience.

Fabricant: For starters it’s what’s in 
the cGMPs: Identity, strength, com-
position, potency, purity and anything 
else that may be relevant. Then if there 
are claims about the ingredient, the 
expectation for quality is that there is 
something there to back it up.

Lifton: Our mission statement speaks 
to both safety and quality: “By sup-
plying safe, natural, highly efficacious 
nutraceutical ingredients and fine chem-
icals to the U.S. and global markets, 
our customers are able to formulate 
finished products that make a real dif-
ference in people’s lives.”

If it’s backed by science, not just me-
too window dressing, and is both safe 
and effective, then an ingredient is at 
least worth our consideration—but only 
after those other conditions are met.

NIE: We’ve heard the complaint that 
“COAs” aren’t (sometimes) worth 

the paper that they’re printed on. If 
this is even partly true, why is this 
the case and what specific steps or 
choices can manufacturers take to not 
be handed worthless COAs?

Fathalla: If you’re talking about 
“fake COAs” (certificates of analysis), 
you should know you have one prior 
to completing the qualification of the 
supplier (if you are doing it correctly 
and thoroughly!).

A lot of times, companies request 
COAs for their paper-based document 
system for receiving. However, once 
a manufacturer is qualified through 
proper questionnaires, audit, document 
requests and testing multiple products, 
a COA’s accuracy should no longer be 
an issue (until re-qualification time). 
Unless you have a validated electronic 
document management system, paper 
originals of COAs are required per 
cGMP regulations. That being said, 
electronic scans of original COAs can 
be a good alternative to save trees.

Nutrition21 verifies testing of the 
all results by a qualified lab to ensure 
good, specification-meeting data for 
each attribute listed on the COA as 
well as provides transparent COAs, 
complete with all testing and method 
information. Manufacturers should look 
out for generalities in COAs, inaccurate 
methods, and confirm the results.

Sudberg: For too long that statement 
has been true. Which is why nearly 
25 years ago Alkemist Labs set out to 
provide the most informative COA the 
industry has to offer, with reproduce-
able methods transparency. To date 
we provide, at no additional fee, a fully 
transparent COA suitable to defend the 
quality or identity of your ingredients 
in front of an FDA (U.S. Food and Drug 
Administration) audit or even court 
room. This makes our COA worth the 
value of the material we are testing and 
not the paper it’s printed on. Also we 
stopped printing on paper a long time 
ago and now only offer PDFs.

Sommer: COAs are not product de-
scriptors, but report on key values that 
confirm the quality of the ingredient/
product.

It is possible that unpurified natu-
ral components are variable mixtures 
of components, but these are better 
described by properties, not a compo-
sition.

What is inconsistent among suppliers 
of the “equivalent” ingredient is the 
definition of what is the functional in-
gredient and care must be taken when 

“Quality ingredients 
are the building 

blocks for a quality 
finished product.

A consistently
efficacious, safe,
science-backed 

product is a quality 
product.”

— Salma Fathalla, Nutrition21
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comparing the description of ingredi-
ents.

Lifton: COAs are just one piece of 
the supply-chain chain-of-custody and 
validation process, but should never be 
the only documentation relied upon by 
manufacturers.

NIE: Using the correct method of 
analysis for ingredients is important. 
How can manufacturers ensure that 
the correct methods have been used?

Sudberg: While cGMPs require us 
to “use some science,” they failed to 
be specific about what test methods. 
As a result, results will vary from lab to 
lab and method to method. So how do 
you know your lab is using the most 
fit for purpose method to test your 
materials? 1) Ask them how they choose 
their methodology. 2) Rely on AHPA 
(American Herbal Product Association) 
and their expert staff and members 
with their deep level of knowledge. 3) 
Hire a respected consultant to help set 
up your testing regime to be able to 
answer this exact question. 4) Work only 
with labs that have excellent reputations 
for proficiency and ISO accreditation 
for the testing area appropriate to your 
needs.

Shah: Testing parameters play a 
highly important role in determining the 
quality of our products. Test meth-
odologies should be provided by the 
supplier and may be validated through 
third-party labs. Hence, testing must be 
performed diligently against the correct 
methods and then validated for the 
molecule of interest.

Fathalla: Manufacturers should check 
for, and work with their testing labs to 
check for, existing compendial methods 
such as USP (United States Pharmaco-
peia), AOAC, FCC (Federal Commu-
nications Commission). The method(s) 
used should be properly validated 
for the attribute being tested and run 
against a standard.

NIE: Microbiological and toxic metal 
testing of ingredients is also critically 
important. What are the best practic-
es that manufacturers and suppliers 
should follow in this regard?

Fathalla: In terms of microbiological 
testing, basic TPC and YM (total plate 
count and yeast and mold) should be 
done on every batch. Micro “load” 
can vary based on the source of the 
ingredient (geographically) and type of 
ingredient (botanical, synthetic, etc.) In 
addition to that, the basic pathogens 

such as E. coli, salmonella, pseudomo-
nas and enterobacteria (which covers 
all gram-negative bacteria) should be 
included.

When it comes to toxic metals test-
ing, the four basic tests that should be 
done on every product include arsenic, 
cadmium, mercury and lead. Other 
metals may need to be tested based 
on where the ingredient is sourced, and 
the manufacturing process; an example 
of this would be hexavalent chromium.

Shah: A product is deemed to be 
unsafe if it contains harmful microorgan-
isms or toxic chemicals. It is therefore 
important for manufacturers to do 
everything that they can to ensure 

that these harmful substances are not 
present in the product, or that they are 
effectively eliminated. 

This can be achieved by following 
good manufacturing practice, regu-
lations specified by the government 
for specific products and by having 
analytical techniques that can detect 
harmful substances. In many situations 
it is important to use analytical tech-
niques that have a high sensitivity, by 
which one can reliably detect low levels 
of microbiological or toxic material.

Sommer: Follow published standard 
or compendium methods or logical vari-
ants on the representative test sample. 
Ultimately, what is being confirmed is 
the absence of, not quantity of.

Fabricant: One thing that is getting 
more important for micro is to re-cal-
ibrate your in-house testing by either 
checking with a top-flight contract lab 

or developing a reliable way to se-
quence to differentiate if a positive has 
pathogenic potential. For heavy metals, 
we all have to unfortunately deal with 
what’s going on in California with Prop 
65, so methods have to dovetail into 
that.

NIE: Ingredients being substituted 
with cheap alternatives is a problem 
of economic adulteration. How  
widespread is this problem, and,  
briefly, how can manufacturers avoid 
being duped?

Lifton: Since the incentives for eco-
nomic adulteration are high, and the 
difficulty bar for engaging in adultera-
tion is low, this has become a big prob-
lem. This makes it even more import-
ant for manufacturers to partner with 
suppliers that they trust and which have 
a proven track record in the industry.

Fathalla: We have seen a rise in 
substitution of ingredients for a cheap-
er alternative over the years. I have 
mostly seen this in the botanical space. 
That being said, a solid testing plan for 
every ingredient you purchase is critical. 
Make sure that if there is a compendial 
method, and use that first. Tests such 
as GC (gas chromatography), HPLC, IR 
(insulation resistance) are all good at 
identifying the ID of an ingredient.

Shah: Adulteration has become a 
serious problem and the reasons may 
vary, but often it is due to high-priced 
products, limited supply or lack of clear 
understanding of the value of higher 
priced ingredients. Ingredients are sub-
stituted or diluted with cheaper alterna-
tives. Thus, adulteration can be avoided 
by setting an ingredient standard and 
to partner with reputable suppliers. 

It is inevitable that there may be 
some variation in natural botanical in-
gredients, even from the same supplier 
from batch to batch or from month to 
month, and so it is important that this 
variability be characterized and mon-
itored to ensure it remains within the 
given limits. This is where the analytical 
technique and sensitivity will play an 
important role as well.

Sudberg: We enjoy the best cross 
section of the industry in terms of our 
client base and don’t see too much 
duping, but it happens. Labs with the 
kind of experience we have known the 
tricks of the trade, and what to look for, 
and there really is no substitute for a 
high level of expertise. Manufacturers 
can avoid ending up with worthless or 
problematic material by entrusting labs 
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with experience and transparency to 
test things the correct way.

NIE: It is said that quality is not only 
about safety and efficacy but also 
about reliability and consistency in 
color, flavor and other factors from 
batch to batch. Please comment.

Sudberg: Our clients set specs and 
we try to make sure they are getting 
what they asked for. If all they care 
about in their green tea powder is that 
the caffeine spec is met, they could be 
trading saw dust fortified with caffeine, 
and they are probably not going to the 
best labs. Sometimes color can vary, 
and when botanicals are highly pro-
cessed, they could be almost anything. 
Aspects of botanicals can vary from 
season to season and region to region, 
which is why we test against several dif-
ferent verified reference materials when 
confirming identity.

Shah: All processes should be stan-
dardized to get batch-to-batch consis-
tency and to, thus, ensure a high-quality 
finished product. The main challenge 
with botanical raw materials is the sea-
sonal variations of actives. This can be 
standardized by using chromatographic 
fingerprinting (TLC/ HPTLC), widely 
used to characterize the chemical com-
position of botanical extracts.

Quality at Nutriventia covers a broad 
range of product attributes in addition 
to safety, stability and efficacy. We strive 
to give our customers a reliable expe-
rience with no surprises. Our branded 
solutions assure consistent batch-to-
batch characteristics, including color, 
flavor, particle size, flowability, docu-
mentation and applications.

NIE: In many ways, quality is also 
about the science. Please speak to 
why, and in what specific ways, having 
relevant science behind ingredients is 
so important?

Sudberg: Quality is absolutely about 
science and, as a lab, we try our best 
to measure it. What makes good green 
tea can be determined by its destina-
tion. Some are simply looking for high 
caffeine content. Some may seek a 
full spectrum of phytochemicals. If a 
manufacturer is buying an ingredient 

backed by research based upon a set 
percentage of a specific constituent, it’s 
important to confirm that this material 
is indeed what will be in the bottle with 
that claim on the label.

Shah: Now, more than ever, science 
plays a significant role in the dietary 
supplement and functional food and 
beverage markets. Delivering quality 
and value to our customers means un-
derstanding what their customers—the 
consumer—want and need today and 
tomorrow and developing innovations 
to address the market. Nutriventia 
dedicates tremendous resources around 
developing claims and building the 
relevant scientific substantiation to 
support these claims.

Fabricant: The promise of the in-
dustry is in our ability to communicate 
with the consumer. If our message isn’t 
based on competent and reliable infor-
mation and data, we wouldn’t have the 
consumer following and trust that we 
do and have had for so long.

Sommer: Ingredients do vary in 
source, composition, formulation and 
even identity; and these have an effect 
on performance. “Science” is the 
unbiased way of quantifying perfor-
mance, and no nitamin K2 as MK-7 on 
the market has the body of scientific 
evidence that MenaQ7 does supporting 
and confirming performance.

Lifton: Every proprietary ingredient 
we sell must have human clinical studies 
supporting it, otherwise we won’t sell it; 
it’s that simple.

NIE: With all of the focus these days 
on clean labels, inactives are scru-
tinized by consumers as closely as 

actives are, in some cases more so. 
Please comment.

Sudberg: The next generation of 
consumers are growing in awareness 
beyond their predecessors. They ask 
more questions and want to know more 
about each ingredient, why is it there, 
what’s it do, and how do we know if 
it’s good. So even inactives are being 
challenged, and so if a brand hold-
er doesn’t jump on the transparency 
movement, they will find themselves an 
irrelevant brand.

Fathalla: Visibility and transparency 
of your inactives has become more 
important more recently because of the 
rise in studies showing the unsafe or 
harmful effects of certain colorants and 
excipients. In addition to safety, lifestyle 
needs such as gluten free, allergen 
free, gelatin/animal derivative free have 
caused “inactives” to be scrutinized.

Lifton: As well they should be. When-
ever and wherever possible, Maypro 
seeks to offer ingredients that are non-
GMO (genetically modified organism), 
kosher, halal, gluten free, dairy free and 
other attributes that are important to 
quality and important to customers.

Fabricant: Yes much of it has to deal 
with both consumer understanding of 
“green” and “corporate social respon-
sibility” so for some it’s not enough that 
all that care is taken with the actives but 
with the totality of the product, from 
recyclable plastic, to renewable sources 
of cotton, to organic excipients, where 
appropriate, the consumers want to 
know the source. They want total confi-
dence with the products that they buy 
represent their values throughout.

NIE: Quality is also linked to sustain-
able and ethical sourcing. In what 
ways does sustainability support 
quality?

Shah: Sustainability is one of the 
pillars that defines quality at Nutriven-
tia. Sustainable and ethical sourcing 
practices ensure incoming raw materials 
are available consistently in terms of 
quantity and quality. At Nutriventia we 
have also incorporated sustainability 
practices into our manufacturing oper-
ations regarding waste treatment and 
restricted solvent usage, thus ensuring 
that sustainability and quality go hand 
in hand for every product from Nu-
triventia.

Fathalla: A company that is responsi-
bly-sourcing will “impress” the consum-
er. “Quality at the source” refers to an 
approach in which workers are given 
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the authority to stop a production line 
if there is a quality problem. Empower-
ment is also a primary pillar in pro-
moting supply chain sustainability. The 
promotion of an informed, participatory 
workplace helps ensure fair working 
conditions and will likely drive quality 
improvements.

Sudberg: There is a massive and 
unstoppable movement toward sustain-
ability through regenerative agriculture. 
Not only has the jury returned to state 
that sustainability is important for our 
futures, it also is important to the qual-
ity of your ingredients. With the adage, 
garbage in garbage out, if you grow 
your herbs in crappy soil, the secondary 
metabolites people depend upon for 
benefits will be of poor quality and so 
will your sales.

NIE: For suppliers and manufacturers, 
briefly what is the most important 
quality differentiator that sets your 
ingredients apart?

Lifton: Having all of our proprietary 
ingredients backed by clinical science is 
a very important differentiator.

Sudberg: We’re not just a testing 
lab, Alkemist Labs is a purveyor of data. 
That’s our product. It’s confidence in 
your ingredients or your product that 
we sell. Since in the golden triangle 
paradigm you can only pick two, our 
value propositions are quality first and 
turn around time second. There are oth-
er labs to work with if low price is your 
primary concern. 

Shah: Nutriventia delivers differen-
tiated ingredient solutions to help our 
customers meet consumer demands, 
from low dose, bioequivalent curcumi-
noids with proven low-dose efficacy to 
controlled-release long-acting vitamin C 

to support immunity. Our technologies 
and science set us apart from other 
ingredient suppliers.

Fathalla: Going above-and-and 
beyond by having a thorough testing 
protocol for every batch of product, and 
verifying all the attributes for ID, po-
tency, efficacy, biological contaminants, 
metal contaminants … every time.

NIE: Briefly, in what ways have 
COVID-19 supply-chain disruptions 
impacted the ability of a manufactur-
er to assure quality?

Fathalla: An increase in qualifications 
for secondary and tertiary suppliers 
has needed to happen quickly to avoid 
supply-chain disruptions. This puts 
more strain on the quality department 
to assure that the alternate suppliers are 
providing ingredients that are meeting 
all specifications.

Sommer: Only qualified and ap-
proved starting material, ingredients, 
excipients and services from specific 
suppliers, manufacturers and service 
providers are used to provide a com-
plete quality product and service. 
With restrictions placed in response to 
COVID-19, longer lead times caused by 
the unanticipated disruption in supply 
and/or time needed to qualify alterna-
tives impacted is impacting consumer 
access to the products they want.

Lifton: For Maypro, it has not im-
pacted our ability to assure quality. I 
think that for all suppliers, however, the 
pandemic has caused disruptions in 
the availability of ingredients ready for 
shipment.

Shah: Widespread disruptions in our 
normal activities brought on by COVID-
19-caused global lockdowns and travel 
restrictions have impacted the ability of 

some manufacturers to assure consis-
tent quality. At Nutriventia however, 
our strong quality management system 
has insulated us from this scenario. Our 
quality management system is the cor-
nerstone of all our activities, right from 
product design to manufacturing to 
marketing, and it ensures that there are 
adequate fail-safes built into the system 
be it with regard to multiple approved 
and audited and trusted raw material 
sources or back ups in our operational 
capabilities.

Sudberg: With demand up and 
transportation options limited and more 
costly, manufacturers that don’t have 
solid relationships with a set group of 
previously vetted suppliers have been 
scrambling to get enough material. We 
all know that when demand is higher, 
adulteration becomes a greater risk. 
The solution is always to test, test, test. 
If you work with top-notch testing labs, 
no supplier can fool you with sub-par 
material.

Fabricant: For the responsible manu-
facturers, I think there have been delays 
which can affect operations but which 
shouldn’t do any long-term damage. 
For the folks who introduced a brand 
during the pandemic, how reliable 
can their supply lines be without the 
ability to visit a facility; that’s where the 
potential for damage to the industry 
exists. NIE

Extra! Extra!
Visit www.niemagazine.com to 
read about Alkemist Labs’ Elan 
Sudberg and “Next-Generation 

Transparency.”
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C alifornia-based BGG World (BGG) 
announced that renowned health 
expert William Sears, MD has 

published a white paper on BGG’s 
ApplePhenon, an apple extract high 
in polyphenols and antioxidants. The 
white paper covers key information 

about ApplePhenon with a focus on 
the extensive medical research on its 
health-giving properties. ApplePhenon 
has been the subject of more than 50 
published studies including 17 state-of-
the-art human clinical trials. Clinically 
validated health benefits confirmed 

in this research include cardiovascular 
health; weight management; support for 
healthy blood sugar levels; respiratory 
health; allergic challenges; skin health; 
strength & endurance; and oral care.

For more information, visit  
www.bggworld.com.

BGG Announces White Paper on ApplePhenon by William Sears, MD
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By now, the vegetarian and 
vegan revolution is in full swing. 
Everything from oat milk to 
vegan ice cream showcas-

es growing consumer demand for 
products that substitute conventional 
animal-based ingredients with those 
derived from plants. Getting it right—
fi nding a formula with a pleasing taste, 
texture and aesthetics—is seldom sim-
ple. They don’t call it the ‘Impossible 
Burger’ for nothing.

The plant-based push has also im-
pacted one of mankind’s oldest delivery 
devices: the capsule.

The capsule industry began research-
ing and developing plant-based capsule 
substitutes years before food processors 
responded with vegan products. The 
search for an adequate animal-free sub-
stitute took time, effort and innovation.

The Plant-based Capsule Journey
Why did it take so long? Well, for one 
thing, the vast majority of capsules used 

for pharmaceuticals, nutraceuticals and 
other nutrition products are composed 
of gelatin. There is good reason for this, 
as gelatin is easy to produce, homoge-
nous and, from a manufacturing versatil-
ity standpoint, incredibly robust. Gelatin 
withstands the mechanical stresses of 
fi lling and packaging operations, pro-
vides exemplary product protection, and 
avoids co-mingling with its contents. In 
short, gelatin “plays well.”

What gelatin most certainly is not, 
however, is vegetarian. This presents an 
issue for consumers seeking to remain 
vegetarian or vegan either for religious 
beliefs or simply as a healthy lifestyle 
choice.

As with the food sector, it took years, 
even decades, for the capsule manu-
facturing industry to begin perfecting 
formulas that adequately substitute 
plant-based products for animal-based 
ones like gelatin. Today, the closest 
thing that exists are capsules composed 
of hydroxypropyl methylcellulose, better 

known by the acronym HPMC.
Savvy nutritional products manufactur-

ers knew that, to fully embody the clean, 
natural image so important to modern 
consumers, they had to look past deliv-
ering their powdered herbs, probiotics, 
dietary supplements and nutraceuticals 
in capsules comprising animal skin and 
cartilage. There had been, quite literally, 
a connective tissue disconnect between 
traditional health products and the cap-
sules in which they’ve been traditionally 
contained.

Was fi nding a viable plant-based 
substitute capsule alternative diffi cult? 
You bet it was. But as we’ll explore, 
though not perfect, HPMC turned out 
to be one heck of a substitute success 
story. Today, it is the second most prev-
alent capsule type in the world, and its 
popularity in the nutrition sector is par-
ticularly prolifi c. This is because HPMC 
does more than match its animal-based 
counterparts’ well-earned reputation 
for reliability, but in some cases actually 

IngredientIntegration

Developing plant-derived alternatives to animal-based products is never easy. But for 
capsules, the solution not only meets expectations but exceeds them.
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exceeds it.

The HPMC Capsule Solution
HPMC capsules are produced via a 
renewable plant-based resource, cellu-
lose, typically obtained from wood or 
cotton. Chemically, it is a methyl and 
hydroxypropyl group substituted with 
anhydroglucose units, which are sourced 
from cellulose.

HPMC is compliant with the norms of 
major pharmaceutical regulatory bodies, 
and is permitted as a food additive for 
human consumption. For nutraceutical 
brands stressing products with plant-
based origins, they can be certified by 
designation authorities such as Vegan 
USA and Vegetarian Society UK, as well 
as organizations that bestow kosher and 
halal certifications. Non-GMO (geneti-
cally modified organism) verification also 
is available.

There are two manufacturing meth-
ods that can be employed to produce 
HPMC capsules, differentiated by the 
temperature of the pin used to mold 
them. With a cold process, gelation 
occurs between 20 and 25 degrees Cel-
sius. However, to achieve this gelling, 
co-gelling agents must be added to the 
composition. Often, machines used to 
produce gelatin-based capsules cannot 
be utilized to create HPMC versions, as 
they lack the ability to accomplish this 
mission-critical step.

During a hot process, gelation occurs 
between 70 and 80 degrees Celsius. 
The added heat eliminates the need to 
add gelling agents, making it a more 
functionally viable process for existing 
capsule production machines, whose 
features are geared toward creating 
legacy gelatin-based versions. Once this 
baseline machinability metric is met, 
HPMC’s value shines through in a variety 
of product and environment-driven 
circumstances.

Additional Plant-based Capsule 
Manufacturing Considerations
An understanding of the most typical 
obstacles to successful encapsulation is 
key to determining how animal-based 
capsules might be replaced with veg-
an-friendly ones. Underpinning each 
of these is the fact that, from initial 
capsule filling to packaging to the often 
complex supply chain journey that ends 
on the tips of consumers’ tongues, an 
encapsulated product must remain safe, 
effective and true to its brand promises.

Hygroscopic and Moisture-sensitive 
Products
Moisture is arguably the most signifi-
cant enemy of encapsulated products, 
whether they be pharmaceutical or 
nutritional, because water and other 
forms of moisture are the likeliest path 
to degradation.

A term meaning “water-absorbing,” 
hygroscopic formulations seek to absorb 
water wherever they can to their own 
dismay—a sort of suicide by self-sought 
saturation. From an encapsulation 
standpoint, this means that such prod-
ucts will attempt to pull moisture from 
the capsule itself, which can make the 
capsule brittle and therefore prone to 
leakage or breakage. Even worse, the 
formulation itself may be moisture-sen-
sitive, introducing the possibility of 
damaging not just the capsule but the 
product itself.

As detailed in the subsequent section, 
HPMC capsules have a lower overall 
moisture content than do gelatin cap-
sules, which can present a major benefit 
for protecting the integrity of nutraceuti-
cal products.

Relative Humidity
Changes in relative humidity, which can 
occur either inside the capsule itself 
or in the outside environment, espe-
cially along the supply chain, also can 
adversely affect stability. Depending 
on which way the humidity fluctuates, 
the result can be either brittle or soggy 
capsule shells.

Because gelatin capsules have a 
comparatively higher moisture con-
tent—typically 13 to 16 percent—with 
water acting as a plasticizer (essentially, 
a molding agent), when they are stored 
at relative humidity under 40 percent 
they lose water and become less 
flexible, yielding brittleness. A similarly 

resulting vulnerability can occur with 
moisture-sensitive products. The most 
common method of protecting such for-
mulas is using desiccants. Of course, this 
can artificially create the same scenario 
in which a drier external environment 
pulls water from capsules, leaving them 
brittle.

By contrast, HPMC capsules have a 
moisture content ranging from 3 to 8 
percent, making them an attractive op-
tion for hygroscopic and moisture-sensi-
tive formulations. This also makes them 
less susceptible to low-humidity-related 
adverse reactions, since the relative hu-
midity in the surrounding environment 
would need to be far lower to exact any 
significant toll.

Advanced Machinability
Previously, we touched upon the basics 
of machinability as it relates to capsule 
creation. Now that we’ve discussed 
HPMC capsules’ comparably low mois-
ture content, a more in-depth analysis 
is possible. Simply put, with HPMC cap-
sules the mechanical properties do not 
depend upon moisture content. Even 
under dry conditions, HPMC capsules 
robustly maintain adequate elasticity.

Elastic modulus is a term used to de-
scribe the overall elasticity of capsules. 
It’s complicated but, briefly, it is calcu-
lated by dividing compression stress by 
the corresponding compression strain 
value. Tests indicate that HPMC displays 
low elastic modulus, indicating a greater 
elasticity and comparably higher degree 
of recovery time to applied stress. In lay-
man’s terms, HPMC capsules “bounce 
back” effectively, maintaining its pro-
tection effectiveness without allowing 
adverse conditions to compound upon 
one another.

Cross-linking
Also known as polymerization, 
cross-linking is another deleterious 
effect that HPMC, simply by its compo-
sition, all but eliminates.

Certain products, excipients (like bulk-
ing agents) and storage conditions can 
lead to cross-linking in gelatin capsules, 
which occurs due to chemical reactions 
between the amine group lysine—a 
building block of protein typically found 
in gelatin—and a similar amine group 
in neighboring molecules, including 
those in the encapsulated product. 
Polymerization also can occur under 
certain high-stress conditions, including 

(Continued on page 51)

December 2020 ■ www.niemagazine.com               Celebrating 25 Years of Excellence 1995-2020 Nutrition Industry Executive  35 

HPMC is compliant 

with the norms of 

major pharmaceutical 

regulatory bodies, 

and is permitted as 

a food additive for 

human consumption.

http://www.niemagazine.com


T he surging interest in dairy alter-
natives provides new choices for 
consumers looking for plant-based 
dairy to meet their nutritional and 

lifestyle needs. Although generally seen 
as a healthy choice, plant-based dairy 
may not have the same health halo as 
that associated with traditional dairy. 
Here we address some of what may be 
missing, as well as considerations for 
adding functional ingredients, such as 
probiotics, to provide additional ben-
efi ts.

The Growth of Plant-based Dairy
Over the last several years, consumers 
have been steadily replacing animal-de-
rived foods and beverages with plant-
based alternatives, and the pandemic 
seems to have accelerated this trend. 
Manufacturers have responded by 
increasing their offerings of foods and 
beverages, from meatless burgers to 
vegan meals, to alternatives in tradition-
al categories like dairy.

As consumers continue to embrace 
new options, the demand for dairy 
products from plant sources like soy, 
almond, coconut, oat and rice is surging 
as well. Over the last fi ve years, the 
CAGR for alt-dairy plant-based drinks, 
spoonable yogurt, ice cream and frozen 
yogurt, with a probiotic or cultures claim 
was nearly 50 percent, globally, with the 
Asia-Pacifi c region reporting as much as 
80 percent.

What’s Driving Demand?
At the top of the list is the growing 
incidence of lactose intolerance. Experts 
estimate that currently about 68 percent 
of the world’s population suffers from 
lactose malabsorption, due largely to 
genetic and environmental factors . 
Recent evidence suggests lactose intol-
erance is on the rise in many countries 
as well.

Consumers who want to avoid the 
discomfort brought about by the 
inability to digest lactose are turning to 

plant-based versions of their favorite 
products. In addition to digestive bene-
fi ts, many consumers cite the impact of 
traditional dairy on the earth as a reason 
to choose what they consider more 
sustainable options.

Demand for Healthier Dairy 
Alternatives Creates Formulation 
Opportunities
Because traditional dairy products 
are nutrient-dense and provide a 
good source of vitamins, minerals and 
proteins, they have an inherent health 
halo. But many consumers perceive 
plant-based options as better than 
animal-based dairy, because of con-
siderations like fats and other nega-
tive correlations with traditional dairy 
products. However, plant-derived dairy 
may not provide these same nutrients in 
the same quantities as traditional dairy. 
In addition, the nutritional content of 
plant-based milks and other catego-
ries like yogurt can vary considerably, 

FunctionalFoods

By Dr. Laura Collins, BSc (Hons), PhD

Plant-based DairyPlant-based Dairy
Tips for
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depending on the raw materials and 
manufacturing operations used to pre-
pare them.

With more consumers seeking the 
health benefits offered by traditional 
dairy from plant-based products, it’s in-
creasingly important that manufacturers 
provide the nutrients traditionally asso-
ciated with the dairy category. But it can 
be incumbent upon these same man-
ufacturers to take that initiative a step 
further and provide benefits that go 
beyond the traditional nutritional profile 
of dairy sourced from cows. While some 
types of plant-based products, like soy 
milk, provide high levels of protein, not 
all dairy-free products have the same 
levels of protein or other nutrients.

Meeting the Need for Additional 
Benefits
As manufacturers strive to create a nutri-
tional profile that meets or exceeds that 
of traditional dairy, there is opportunity 
to fortify plant-based dairy products 
with functional ingredients to replace 
what is lost during manufacturing, and 
to help amplify the health halo of non-
dairy products.

Plant-based dairy offers an opportu-
nity to enhance the benefits of digest-
ibility over traditional dairy by adding 
probiotics that further support digestive 
health. In just one example, yogurt, a 
dairy category traditionally associated 
with aiding digestion, offers oppor-
tunities for innovation with its plant-
based counterpart as well. In non-dairy 
yogurts, the addition of probiotics can 
replace the cultures associated with the 
fermentation of traditional dairy.

Considerations for Formulating 
With Probiotics in Plant-based 
Dairy Applications
Consumers expect alt-dairy products to 
be healthy but are aware that plant-
based status on its own isn’t enough. Al-

though this creates a seeming paradox, 
this challenge presents an opportunity, 
rather than an obstacle, for manufac-
turers to enhance alt-dairy’s nutritional 
value by adding better-for-you ingredi-
ents back into alt-dairy products.

Challenge: Survivability
While it’s important that consumers read 
labels and compare products, manu-
facturers must ensure that ingredients 
they’re adding back in can maintain 
their benefits. For example, when add-
ing probiotics for additional digestive 
support into plant-based dairy, it’s to 
ensure the survivability of the probiotic. 
This means that the finished product 
contains a defined inclusion of a specific 
probiotic strain, and that the probiotic 
has these characteristics:

• Survives manufacturing processing 
conditions like high heat and pasteuri-
zation

• Is stable over the shelf-life of the 
product

• Survives transit through the stomach 
to deliver the probiotic benefit

Challenge: Ease of Formulation
Although manufacturers are pivoting to 
learn new ways to respond to growing 
consumer demand, ease of formulation 
is still a key consideration. No amount 
of innovation will engage consumers if 
the finished product does not meet their 
needs for taste, texture or health bene-
fits. In addition to ensuring the viability 
of the functional ingredient, it’s just as 
important to ensure the ingredient can 
be formulated into a taste profile and 
mouth feel consumers will enjoy. 

Critical to achieving this is choosing 
ingredients like probiotics that provide 
the health benefits consumers seek 
without altering tastes, textures or any 
other characteristics of the finished 
product. When considering a probiotic 
for inclusion into an alternative dairy 

product, consider whether the probiotic 
ingredient is easy to formulate into a or 
variety of options. Here are a few point-
ers to keep in mind:

• Ensure that the probiotic is a 
spore-former, not a vegetative cell. The 
outer spore-coat helps ensure the pro-
biotic’s survivability from manufacture 
to digestion and makes it suitable for a 
wide variety of formulation applications.

• Ensure that the probiotic has no fla-
vor or texture characteristics of its own, 
to avoid compromising taste or texture 
characteristics of the finished product.

Overcoming Challenges
Given some of the skepticism about 
the nutritional benefits of plant-based 
dairy, it is particularly important that 
manufacturers use probiotics, like 
GanedenBC30, a natural, hardy pro-
biotic ingredient, that is supported by 
high-quality research that validates their 
safety and efficacy. Unlike vegetative 
strains, GanedenBC30 can survive harsh 
manufacturing conditions, and the di-
gestive transit to deliver benefits in the 
products consumers want most, without 
altering taste or texture. NIE

Laura Collins, BSc 
(Hons), PhD is the 
senior business devel-
opment manager 
for Wellmune and 
GanedenBC30 at Kerry. 
Collins completed a 
PhD in Immunology 

at Dublin City University investigating 
possible therapeutics for inflamma-
tory diseases. She took the learnings 
from her PhD into her postdoctoral 
research for Food for Health Ireland 
(FHI) to identify foods with benefi-
cial immune-modulating capabilities. 
Collins joined Kerry in 2016 as part of 
the Nutrition Science team, helping to 
drive the nutrition strategy before mov-
ing to her current role.

Don’t miss a single issue…go to NIEmagazine.com/Renew20 to renew your free subscription today!
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isruption is so 2019. As we close 
what seems to be the most 
disruptive year ever, aka 2020, 
many of us are probably look-

ing to normalize our work instead of 
opportunities to “disrupt the industry,” 
a common phase many entrepreneurs 
and executives used in 2019. Dropping 
“disruption bombs” into our corporate 
mantras, company missions and key-
note speeches seemed natural just last 
year, but now seems a little jarring in a 
world that is constantly disrupting our 
every move.

However, if you truly want to be a 
change agent or “disrupter,” now is 
the time to do it. With our environment 
and society in constant fl ux, it’s easier 
now to make change happen, because 
most people want it. This doesn’t often 
happen when everything in the universe 
is running smoothly.

The misstep I see with those wanting 
to be a “disrupter” is that you cannot 
disrupt something, until you fi rst build 
something. Sure, it sounds cool to say 
you “disrupted an industry,” but how 
do you get there? Before you start 

blowing things up like a super-CEO, 
you have to build something like 
a worker bee. The build is not the 
glamorous part. In fact, it can be a lot 
of work and take a long time. Just like 
a worker bee’s plight, don’t expect to 
get any credit while you are building. In 
fact, it’s more likely you will be criticized 
for what you are doing in the begin-
ning. Then, be ready, because once 
you have laid a fi rm foundation for the 
change you want to make, the disrup-
tion may surprise you.

As a 20-year veteran entrepreneur, I 
have disrupted many things in my ca-
reer, but rarely do I start out by saying 
I’m going to disrupt something. And if 
I have been bold enough to make that 
declaration, I’ll admit to you, that most 
of the time it’s not what I end up doing; 
but usually fi nd myself having a differ-
ent breakthrough that I wasn’t expect-
ing. One thing I have observed is that 
there is a sequence to disruption if you 
want to make change.

Just Do the Next Right Thing
June 2: My morning was rattled by 

a frantic call from one of our clients. 
Today was the day of Harold and Ra-
chel’s book launch that they had been 
planning for more than a year with the 
goal to make The New York Times Best 
Sellers list. But at 7 a.m., their plans 
were disrupted by something called 
#BlackoutTuesday. This all-American 
Army couple (who also happen to be 
white) had to put the promotional plans 
for their love-conquers-all book on the 
backburner for a day that was sponta-
neously deemed on social media as a 
collective action to protest racism and 
police brutality. Originally organized 
in response to the killings of George 
Floyd, Ahmaud Arbery and Breonna 
Taylor, #BlackoutTuesday was a way 
to show your support on this issue by 
simply displaying a black box on your 
social media and not posting anything 
else for the rest of the day, which soon 
turned into a week of silence (if you 
were white), to elevate Black voices.

Once I had a new publicity strategy 
in place for the authors, I quickly turned 
my attention to my own company, Pitch 
Publicity. A lot of our activity during 

ThePitch

By Amy Summers, President, Pitch Publicity

Build
Something

Build
Disrupt,

Before You

D
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the day involves promoting our clients’ 
work on social media, so I knew I had 
to do something. My next call was with 
Ledora, a longtime team member, to 
brainstorm on ways we should respond. 
The conversation went like this:

Me: I think we should blackout all our 
social media today. Maybe just include 
a quote from a female Black journalist.

Ledora: Agreed. I like that. But just 
for today and then go back to business 
as usual tomorrow.

Me: Why? I think this is something we 
should do for the entire week. I’m not 
sure one day is enough considering the 
issues at hand.

Ledora: OK, I can see that. Are you 
sure though? There may be push back 
from clients over making a statement 
like this. Have you thought about that?

Me: If I lose a client over blacking out 
my social media for supporting Black 
lives for a week, I don’t care. I care 
about you and what Pitch represents.

Ledora: Oh, wow I didn’t know you 
felt that strongly about these issues.

This statement from Ledora will stick 
with me forever and it’s what prompted 
me to do the next right thing. It was at 
that moment I realized that although in 
my “boss brain” I thought I had a great, 
open relationship with all my team 
members, it did not seem to be the 
case with Ledora, which was shocking 
to me since we have been working 
together for more than a decade. I 
thought to myself, did she actually be-
lieve that I would value my reputation 
or success over her?

It’s moments like these where we 
have to stop ourselves and ask some 
hard questions. I could have easily 
breezed by Ledora’s comment as insig-
nificant or an error in the perception 
of our relationship, but instead I took 
a deeper look at her perception of me 
and decided that the next right thing to 
do was not only blackout our social me-
dia for a week, but also build something 
with Ledora that would change this 
conversation forever.

Pick Up a Brick
Bricks are heavy, dirty and can easily cut 
your hand if you are not careful. A brick 
exemplifies hard work and picking up 
one indicates that you are about to do 
something that requires a commitment.

June 7: I had just posted my last 
social media protest post of the week. 
I said a lot of things in that last post re-
flecting on the week and ended it with 
a quote from Maria W. Stewart from 200 

years ago that said, “Talk without effort 
is nothing,” so stay tuned. With that 
statement, I had just picked up a virtual 
brick.

If you are going to disrupt something, 
you can’t be silent about it. You have 
to let people know you are taking up a 
cause, that you are putting yourself out 
there. This is where accountability will 
come into play. If you pick up a brick, 
but don’t tell anyone about it because 
you want to make sure your disruption 
is a success story, you aren’t disrupt-
ing anything. You are silently trying to 
improve your image or resume. But if 
you pick up a brick and make it known 

to all, then you have to do the work and 
get it done someway, somehow, while 
everyone is watching.

Build Something
June 8: With my virtual brick in hand, 
and blackout week behind us, I called 
Ledora first thing.

Me: So how did you think we did 
as a company during the social media 
blackout week?

Ledora: Good, I thought it was really 
good. I’m proud of our company.

Me: Do you think we did enough?
Ledora: (Pause) What do you mean?
Me: I don’t think we did enough. 

There’s more to be done.
From this conversation, Ledora and I 

began working together in partnership 
to build what would later be known as 
our, “Identifying The Elephant In The 

Room: Critical Communications Strat-
egies In The Face of Racism” virtual 
event series. In just a couple days we 
fleshed out the entire concept and went 
to work. The program would be a col-
laborative and proactive seminar series 
on race relations and critical communi-
cations strategies for students pursuing 
degrees in journalism, public relations 
and advertising at Ledora’s alma mater, 
Howard University (HU), and my alma 
mater, the University of Florida (UF). 
Our companies, Pitch Publicity and 
INICIVOX, would fund the technology 
platform and we would work to find stu-
dent groups at both universities to host 
and help promote the series designed 
to mentor all students interested in 
entering careers within the communica-
tions industry, while preparing them for 
meaningful, impactful work that involves 
addressing the long-standing elephant 
in the room when it comes to racism. 
Participating professionals in the series 
would be successful alumni of HU and 
UF with valuable career lessons to share 
from all sides of the elephant.

Our vision is to create a space where 
alumni and students can discuss topical 
race-related communication issues 
that reflect the current business and 
social climate. We believe exposure to 
this content will help journalism and 
communications students develop more 
effective strategies and important soft 
skills by learning from wins and losses 
of other successful professionals work-
ing in various communication roles.

Our goal is to better prepare fu-
ture journalism and communications 
professionals with confidence in 
confronting and taking action against 
racism through various communications 
channels that they will influence during 
the course of their careers.

Don’t Look Back
During any “disruption” there are mo-
ments where you will be asking your-
self, “What have I gotten myself into?” 
When this happens, don’t look back, 
and don’t double guess your original 
idea.

Once we built out the elephant 
project it was time for me and Ledora to 
pitch it to our respective alma maters. 
Wearing our altruistic hearts on our 
sleeves, we were certain our plan would 
be met with enthusiasm and praise. 
In reality it wasn’t that easy. Much like 
the title of our series, we discovered 
there were elephants in certain rooms 
that even we were unaware of, but we 

If you pick up a brick,

but don’t tell anyone 

about it because you 

want to make sure your 

disruption is a success 

story, you aren’t

disrupting anything.

You are silently trying

to improve your image

or resume.
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refused to look back. Although it would 
have been easy to throw in the towel 
and return to our day-to-day work, we 
continued to pitch the elephant project 
with the same tenacity we pitch all 
of our client campaigns. Finally, after 
several weeks of not giving up we got 
the green light from both schools and 
started working with the students on 
the program.

Go, Learn and Grow
When I think back to all the disruption 
projects I’ve tackled in my career, from 
starting my own PR agency, to running 
publicity campaigns in underwater lab-
oratories for 31 days straight, or on the 
peak of Mount Everest, the Elephant 
In The Room project may be my most 
meaningful disruption yet. When Ledo-
ra and I set out on this project we did 
not dictate how we wanted it to turn 
out. We both agreed that we would just 
do the work, learn from it and grow it 
where it needed to go.

Our go-to-market plan on this project 
was quick. Any hesitation on our part 
would have killed the timing. Instead it 
was perfectly positioned for the fall se-
mester because we trusted our instinct 
and said let’s go before knew exactly 
how it would turn out.

Through this project, we have learned 
a new skill for our company on how to 
masterfully put together virtual events; 
how to bring two completely different 
groups of people together and create 
an incredible synergy; and provide a 
format and platform that gives access 
to voices that need to be heard.

The Elephant In The Room project 
continues to grow, and we are not sure 
where it will take us next, but what we 
do know for sure is that we are not 
afraid of discussing the elephants in 
the room anymore and neither are the 
hundreds of students who have partici-
pated in the seminar series. My relation-
ship with Ledora has also grown, and it 
all started with just doing the next right 
thing.

Change Is So 2021
Anyone can disrupt something, but 
lasting change comes from starting with 
doing the next right thing, picking up 
a brick, building something, refusing to 
look back and committing to go, learn 
and grow.

Problems are all around us and every 
day we make decisions on whether to 
tackle, delegate or avoid them. We are 
forced to deal with some problems, so 

we do, like picking up a sick child from 
school or making a grocery run when 
we run out of food. Other problems 
may be easier to avoid. Perhaps you 
don’t appreciate the way your minority 
or female colleagues are being treated 
at work, but it’s easier to not get in-
volved; or you recognize nursing homes 
aren’t the safest, cleanest or healthiest 
environment for our seniors, but you 
turn a blind eye because no one you 
know lives there. These problems are 
easily avoidable because no one is ex-
pecting you to do anything about them 
in the way they would be expecting you 
to pick up your sick child from school. 
However, these are the really big prob-
lems to consider disrupting because 
they could be life changing for you and 
others for generations to come.

Each year, I pick one word that is my 
intention for the year. For 2020, ironi-
cally, I picked the word “detach” – and 
I have to say, I lived and learned how 
to detach this year. My word for 2021 
is “change,” because I believe to make 
change, we have to be the change. 
What will you change in 2021? You can 
start by building it today. NIE

Amy Summers 
launched Pitch 
Publicity in 2003 in 
the face of a rapidly 
changing climate for 
communication and 
media relations. She 
has 20 years of expe-

rience working with major clients in the 
natural products industry to increase 
visibility and exposure to targeted 
audiences through national publicity 
exposure across all mass media outlets, 
high-level fundraising campaigns and 
developing key strategic communication 
strategies. She serves on the board of 
directors of the University of Florida 
Alumni Association and the University 
of Florida College of Journalism and 
Communications Public Relations 
Advisory Council. Pitch Publicity is 
based in New York City.

Receive free daily pitch tips from  
“The Pitch with Amy Summers” flash 
briefing on Amazon’s Alexa, Google 
Play, iTunes, Spotify and Podbean:  
www.PitchPublicityNYC.com/ThePitch. 
For more information, visit  
www.pitchpublicitynyc.com and take  
a communications deep dive at:  
www.INICIVOX.com.
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For more than a decade, 

Nutrition Industry Executive 

(NIE) has strived to cultivate 

relationships between ingredient 

suppliers and finished product man-

ufacturers by providing Science of 

Ingredients sections to highlight the 

research supporting ingredients that 

can help finished products stand out. 

In the interest of furthering that cause 

and providing greater insight into 

suppliers’ efforts, NIE offers its Supply 

Innovation section.

NIE has given companies a chance 

to highlight their latest, most innova-

tive offerings. NIE has also provided 

ample company information to foster 

immediate connections with parties 

interested in learning more.
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Supply Innovations

Research studying the effects of 
nutritional supplements on skin 
health has further confirmed 

that OptiMSM reduces visible signs 
of skin aging. In a study published in 
the February issue of the International 
Journal for Vitamin and Nutrition 
Research, authors used a two-phase 
approach to show how OptiMSM—
Bergstrom Nutrition’s branded meth-
ylsulfonylmethane (MSM)—reduced 
visible signs of skin aging.

The study is titled “Beauty From 
Within Oral Administration of a Sul-
fur-containing Supplement Methylsul-
fonylmethane Improves Signs of Skin 
Ageing.”

During the second phase of the  
study, 63 participants ingested either 
1 or 3 grams of MSM over 16 weeks. 
Results were evaluated using subject 
self-assessment of wrinkles and skin 
texture, expert clinical grading and 
instrumental measurement and  
analysis. The results indicated that 
oral ingestion of MSM reduces signs 
of aging, like facial wrinkles and skin 
roughness, and also improves skin 
firmness, elasticity and hydration. With 
both doses (1 and 3 grams) showing ef-
ficacy, researchers point towards MSM’s 
effectiveness in reducing visual signs 
of skin aging, even at a low dose of 1 
gram per day.

These results support the initial 
findings of a study titled “Effects of Oral 
Supplementation With Methylsulfonyl-
methane on Skin Health and Wrinkle 
Reduction.”

The research was published in the 
Natural Medicine Journal in late 2015. 
Twenty women were recruited to take 
3 grams of OptiMSM per day or a pla-
cebo for 16 weeks. Researchers found 
that MSM helped regulate key genes 
involved with healthy and young-
er-looking skin. MSM also reduced the 
appearance of crow’s feet and improved 
skin firmness.

The study concluded, “MSM taken 
orally may be beneficial for skin health 

and reduction of fine lines and wrinkles. 
It works by altering the gene expression 
of key genes that affect moisturization 
and barrier function, extracellular matrix 
production and inflammation control.” 
By regulating specific genes involved 
with skin health, supplementing with 
MSM can help support the structur-
al integrity of the skin. The ‘beau-
ty-from-within’ approach is an extraordi-
nary way of improving beauty because, 
at the same time, it helps improve the 
whole body.”

Bergstrom Nutrition is the world’s 
leading and largest manufacturer of 
MSM (methylsulfonylmethane). Its 

product, OptiMSM, is the purest and 
only GRAS (generally recognized as 
safe)-designated MSM. Bergstrom 
Nutrition uses a unique multi-stage 
distillation process, ensuring optimal 
purity, quality and consistency. Op-
tiMSM is made exclusively in the USA 
and manufactured in a dedicated cGMP 
(current good manufacturing prac-
tice)-compliant, ISO-registered facility 
to provide essential traceability. Berg-
strom Nutrition has its headquarters in 
Vancouver, WA.

For more information, visit  
https://optimsm.com or call  
(360) 693-1883.

Study Finds OptiMSM Reduces Visual Signs of Skin Aging
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Supply Innovations

For more than two decades the encap-
sulation of nutraceutical products has 
been moving away from gelatin cap-

sules toward HPMC capsules. Until recently 
this movement was primarily driven by con-
sumer demand. Many health-conscious con-
sumers—the primary target market for the 
vitamin and supplements industry—prefer 
vegetarian products.

Now this health market trend toward 
vegetarian capsules has an additional driver: 
a global gelatin shortage.

What Is Causing the Shortage of 
Gelatin?
To understand what’s going on you must first 
understand the gelatin market. Gelatin is an 
animal-based product made from collagen. 
Collagen is derived from the connective tis-
sues and bones of animals. For pharma and 
nutritional use, the source is largely cattle 
(bovine) and pigs (porcine).

The gelatin shortage is being caused 
by both increased demand and decreased 
supply.

Of course, gelatin is the primary ingredi-
ent in gelatin capsules. Aging populations 
are fueling an increased demand for both 
pharmaceutical products and nutritional 
supplements; this increased demand also 
impacts the gelatin capsules that many of 
these products use. In addition, gelatin is 
used in other industries as well. As a food 
additive, gelatin is growing in popularity 
because of its antioxidant, cyroprotectant 
and food-stabilizing properties. In the skin 
care market, cosmetics manufacturers often 
use collagen and gelatin for their perceived 
anti-aging benefits.

All of this demand was already straining 
supplies before the COVID-19 pandemic hit. 
Now things have simply gotten worse.

In the past the industry saw gelatin short-
ages when the swine flu killed millions of 
pigs in China. More recently, many countries 
shut down meat processing facilities in 
response to the COVID-19 pandemic. This 
shut down severely limited the availability 
of the collagen used to make gelatin, which 
in turn had a critical effect on the manufac-
turing of empty capsules. Indian capsule 
manufacturers, for example, were forced to 
cut production of gelatin capsules by 30 to 
40 percent.

Today the COVID impact is 
not yet over and the impact 
of future outbreaks remains 
to be seen. Gelatin capsule 
manufacturers that do not own 
and control their own gelatin 
supply chain are likely to con-
tinue to struggle to provide 
their customers with a reliable 
and safe capsule supply.

HPMC Capsules Provide 
an Excellent Alternative
The ongoing gelatin shortage 
is causing brands in the health 
care market to reassess their 
dependence on gelatin. For 
many the solution is obvious: 
Switch to HPMC capsules.

If your company is consid-
ering making this change, there are some 
important things that you need to know.

First, these capsules offer some 
less-than-obvious benefits. HPMC cap-
sules work very well with moisture-sensitive 
ingredients, such as probiotics, because the 
low moisture content in the shell doesn’t in-
terfere with active ingredients. They are also 
more resilient to fluctuations in temperature 
and humidity during transportation, storage 
and manufacturing.

Second, HPMC capsules can be a little 
harder to run than gelatin capsules—and 
in this area, not all vegetarian capsules are 
created equal. In fact, the quality differences 
between empty capsule options can mean 
the difference between a successful switch-
over and a production nightmare.

When assessing capsule quality, be aware 
that the grades and quality of the raw 
materials HPMC capsule suppliers use are 
critical factors, as well as the details of the 
capsule (pin) design. The adage “you get 
what you pay for” certainly is true in empty 
capsule supply. A simple manufacturing trial 
comparing one brand to another may show 
significant differences in product through-
put and yield and can highlight where cost 
savings are more significant.

Thanks to their exceptionally high quality, 
CapsCanada’s K-CAPS HPMC capsules are a 
very popular choice. K-CAPS are made in the 
Americas from a custom source of HPMC in 
a dedicated state-of-the-art manufacturing 

facility. In terms of capsule design, K-CAPS 
are dimensionally optimized for all indus-
try standard filling machines. Their precise 
capsule-to-tooling fit minimizes defects and 
waste. Their excellent separation properties 
reduce problems with dirty filling equipment, 
wasted filling materials and increased down 
time. Their strong domes hold up better 
than competitors’ capsules when “over-
stuffed” with filling material. And their ex-
tremely consistent quality gives you optimal 
performance from one batch to the next.

Third, if release rates are important for 
your product, be sure to consider this as 
well. The release rates of K-CAPS are close 
to that of gelatin. However, this might not 
be the case with all vegetarian capsules 
available.

Finally, just like gelatin capsules, K-CAPS 
are fully customizable. Size, colors, finish and 
printing can all be customized to meet your 
needs. You can even choose a natural pig-
ment such as annatto or spiruline, to make 
your brand more “natural” and therefore 
more competitive in the supplement market.

Conclusion
The global gelatin shortage has caused 
many nutraceutical brands to rethink their 
reliance on gelatin capsules and move 
towards HPMC vegetarian capsules instead. 
CapsCanada, the pioneer of modern HPMC 
capsules, is here to meet that demand with 
K-CAPS, the number one HPMC capsule in 
the U.S. nutritional products market.

Nutraceutical Companies Shift to
HPMC Capsules in Response to Gelatin Shortage
By Jonathan Gilinski, Executive Director of CapsCanada
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Telomeres are short segments of DNA 
which cap the end of every chro-
mosome, acting as “buffer” against 

wear and tear. They shorten with every cell 
division, eventually getting too short to 
protect the chromosome, causing the cell to 
malfunction and the body to age. Telomere 
scores are calculated according to telomere 
length of white blood cell (T-lymphocytes). 
The higher the telomere score, the “young-
er” the cells. Your telomere length tells you 
your age in TeloYear which maybe older 
or younger than your real age. Telomere 
lengths are reported as the age of your 
cells and tend to shorten and fray with 
age; how fast they shorten and eventually 
become cell senescence (a stage where 
cells deteriorate- nonfunctional) depends on 
your genes, your environment, stress level, 
diet and lifestyle.

Causes of Telomere Shortening
Loss of Telomerase
Telomerase is an enzyme that builds and 
maintains telomeres. It prevents or reduces 
shortening by adding extra pieces of DNA 
each time a cell divide. Without telomer-
ase, human telomeres get shorter each 
time a cell divides, leading to eventual cell 
senescence and loss of cell function, which 
plays a key role in aging. With the important 
exceptions of adult stem cells and leuko-
cytes (immune cells), Telomerase is inactive 
in most human cells; but research suggests 
that if “activated,” telomerase can help 
re-lengthen telomeres.

Oxidative Stress
Telomere experts Drs. Bill Andrews and 
Calvin Harley stated that, “Telomeres are 
a hotspot for oxidative damage” (2010), 
meaning that oxidative stress at the cellular 
level has a profoundly negative impact 
on both telomere length and telomerase 
activity. As explained by Nobel laureate Dr. 
Elizabeth Blackburn (2010), “Oxidative stress 
directly exerts a negative effect on telomere 
length maintenance, both through inhibition 
of telomerase activity and direct erosion 
of GGG triplets in telomeric DNA.” In fact, 
research demonstrates that if unaddressed, 
oxidative stress can reduce telomerase activ-
ity by 51-68 percent, and double the rate of 

Telomere shortening (2004/2008).

Inflammation
Inflammation also has a significant neg-
ative impact on telomere length. Again, 
per Blackburn, “Chronic inflammatory 
activity is a promoter of leukocyte telomere 
shortening in particular” (2011), partly 
because inflammation leads to increased 
cell division, which shortens telomeres, and 
partly because inflammatory “cytokines” like 
TNF-alpha, and markers of inflammation like 
homocysteine, can have a dramatic impact 
on both telomerase activity and the rate of 
telomere shortening, all of which greatly 
affect overall telomere length.

Influence of Telomeres on 
Cardiovascular Health

• Reduced telomere lengths are found in 
patients with cardiovascular risk factors such 
as atherosclerosis, hypertension, obesity, 
diabetes, smoking, physical inactivity, stress 
and chronic infections.

• Shorter telomeres have been associated 
with increased incidence of diseases and 
poor survival.

• A positive effect on telomere length is 
found with increased physical activity, statins 
for treatment of high cholesterol and higher 
blood levels of omega-3 fatty acids.

Why Are Telomeres Important?
• In any living organism, aging is the 

result of the cell replication process
• As cells replicate, telomere length 

decreases to the point where they are no 
longer viable

• Telomere length is the best-known 
indicator of the aging process

• Telomere measurement facilitates per-
sonalized medicine and better preventative 
health care

• The 2009 Nobel Prize was awarded for 
telomere and telomerase* research

Telomeres hold remarkable information 
about the path of our health and may pro-
vide the single most important biomarker of 
aging.

Telos95 is formulated with super power-
ful antioxidant polyphenols and has been 
clinically shown to decrease your TeloYear 
age by an average of 7.42 years. It decreas-
es the time it takes to shorten telomeres 
cellular age.

Telos95 Telomere Health Support 
Benefits:

• Decrease your telo year cellular age by 
an average of 7.42 Years

• Support your telomeres naturally
• Combats oxidative stress
• Nature’s most powerful polyphenols
• Clinically proven effective

Conclusion
A total of 50 subjects completed all aspects 
of the study. Group A decreased in their 
TeloYear age on average by 7.43 years. 
Group B decreased in their TeloYear age by 
8.52 years.

*Telomerase is the enzyme that regulates 
telomere length

Telos95 Telomere Health Support
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Nobel Prize-winning research unlocks the key elements that cause cell aging.
Telomeres, an important piece of the puzzle of human aging.
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One in three U.S. adults are pre-
diabetic,1 a condition indicated 
by a decline in the body’s ability 

to maintain blood glucose levels within a 
healthy range. If unaddressed, the American 
Diabetes Association (ADA) has estimated 
that approximately 70 percent of prediabet-
ic adults will progress to type-2 diabetes.2 
Fortunately, prediabetes is reversable and 
supplementing a healthy diet and regular 
exercise3 with our particular lemon flavonoid 
blend Eriomin helps the body to achieve this 
result. Eriomin is unique in that the research 
has shown it take a tri-pronged approach to 
high blood glucose levels by combating a 
cycle of insulin resistance, excessive inflam-
mation and oxidative stress.4

Starting With Insulin
Insulin is an essential piece to the regulation 
of glucose. But higher than normal blood 
glucose levels can degrade the hormone 
responsible for insulin secretion. Insulin re-
sistance begins to develop resulting in over 
production of insulin to compensate. Over 
time, insulin-producing beta cells lose their 
functionality and blood glucose levels begin 
to rise more dramatically, also affecting the 
inflammatory response. Fortunately, the lem-

on flavonoids 
found in Erio-
min have shown 
the ability to 
improve insulin 
secretion and 
glucose uptake5 
and eventually 
improve the 
body’s insulin sensitivity while decreasing 
resistance.4

Balancing the Inflammatory Response
Addressing insulin resistance is vital to 
the process, but a sometimes-overlooked 
aspect of higher blood sugar levels is an 
increase in pro-inflammatory cytokines. As 
an inflammatory imbalance occurs, a chronic 
cycle begins. If not addressed, further insulin 
resistance is developed, which in turn leads 
to further cytokine production, potentially 
contributing to long-term complications. 
Short-term intervention with the lemon 
flavonoids eriocitrin, hesperidin and naringin 
has demonstrated the significant reduction 
of pro-inflammatory cytokine secretion and 
an increase of adiponectin for improved 
glucose regulation.4,6,7

Increased Antioxidant 
Capacity
The third portion of the cycle to be 
addressed is accelerated produc-
tion of reactive oxygen species 
(ROS) that occurs as a result of 
improper levels of blood glucose 
and pro-inflammatory cytokines. 
When this happens, antioxidant 
production is unable to keep up 
with the growth of free radicals, 
further influencing glucose intoler-
ance and insulin resistance.8 Citrus 

is commonly recognized 
for its powerful antioxi-
dant properties and the 
lemon flavonoids within 
Eriomin help to increase 
the body’s antioxidant 
stores of glutathione, 
vitamin C and vitamin 
E. This bolsters the anti-
oxidant defense system 
against free radicals, 
preventing ongoing 

oxidative damage and helping to put a halt 
to the damaging cycle of prediabetes.4,9,10

When Life Gives You Lemons …
Eriomin provides some much-needed 
“lemon-aid” to support efforts to improve 
diet and exercise habits against prediabe-
tes. Learn more about the lemon flavonoid 
blend’s powerful tri-pronged approach to 
prediabetes at www.eriomin.com.
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M itoPrime, NNB Nutrition’s 
bio-perfected form of l-er-
gothioneine, is the first com-

plete-action cyto-protectant. It exhibits 
potent antioxidant, anti-inflammatory and 
immune boosting functions. It protects 
the full cell including the genome, DNA, 
mitochondria and mitochondrial DNA. 
MitoPrime is backed by dozens of studies 
and has been dubbed the “Longevity 
Vitamin” by the scientific community.

Clinical Highlights
• Eliminates the deadliest free radical, 

singlet oxygen, up to 7,500 percent better 
than any known antioxidant

• Eliminates all oxidants up to 3,000 
percent better than glutathione

• Scavenges and eliminates the two 
DNA-damaging acids, hypochlorous and 
hypobromous

• Protects mitochondria, mitochon-
drial DNA, and increases cell viability 45 
percent

• Helps create genomic stability, the 
No. 1 predictor of longevity

• Longest lasting antioxidant. Half-life is 
268 times longer than polyphenols, 1,050 
times that of vitamin E, and 4,500 times 
longer than glutathione

• Inhibits lipid peroxidation 270 percent 
better than COQ10

• Neutralizes all four 
oxidant species and 
all radical types

• Reduces chron-
ic inflammation

• May strength-
en both innate and 
acquired immune 
functions

Antioxidant Properties
MitoPrime may be the deep-
est penetrating, farthest reaching, 
most comprehensive oral antioxidant ever 
known. Unlike regular antioxidants that 
deal mainly with free radicals caused by 
reactive oxygen species (ROS), MitoPrime 
neutralizes free radicals caused by all four 
major sources: 1) ROS; 2) reactive nitrogen 
species (RNS); 3) inflammation induced 
species (IIS); and the most important 4) 
the reactive chlorine species (RCS) that 
damage DNA and cause genomic insta-
bility. In addition, MitoPrime neutralizes all 

radical types, including primary, secondary 
and chain reaction. What’s more, Mito-
Prime is the longest lasting antioxidant 
known, with a half-life of 30 days. That’s 
4,500 times longer than glutathione.

DNA and Genomic Stability
Not long ago a group of international sci-
entists was formed to review all literature, 
theories and scientific research on aging.

After many years of research their main 
conclusion was, “genomic stability is the 
No. 1 predictor of longevity” and “healthy 
DNA creates genomic stability.” Studies 
show how MitoPrime helps create genom-
ic stability by eradicating the three main 

causes of DNA damage:
1) MitoPrime eliminates the 

two DNA-injuring acids, 
hypochlorous and hypo-

bromous. These make 
up the chlorine 

reactive species. 
They covalently 
attach themselves 
to DNA, causing 
mutations that 

replicate.
2) MitoPrime elim-

inates the most damaging 
free radical known, singlet oxygen, up 
to 7,500 percent better than any known 
antioxidant.

3) MitoPrime helps reduce inflammation 
that ultimately leads to mutations in DNA. 
Importantly, MitoPrime has been shown to 
protect both nuclear DNA and mitochon- 
drial DNA. This helps create genomic 
stability, the No. 1 predictor of longevity 
and lifelong health.

On Inflammation
Inflammation can affect every cell in 
the body. It damages DNA, tissues and 
organs. It compromises immunity and can 
wreak cellular havoc. MitoPrime addresses 
the “root cause” of inflammation via the 
proven biological pathways, including 
IL-6, IL-8 and TNF-α. In fact, MitoPrime’s 
API is now being used for Alzheimer’s 
disease, now considered a condition 
caused by inflammation. A 2018 study 
found that “Ergothioneine may suppress 
chronic over-activation of microglia in the 
brain that is involved in the development 
of Alzheimer’s dementia and Parkinson’s 
disease.”

On Immunity
A recently published study on MitoPrime’s 
active ingredient entitled  
“Could Ergothioneine (ET) Aid in the 
Treatment of Coronavirus Patients” shows 
how ET not only mitigates the virus but 
deals with the after-effects. Recent stud-
ies on ET conclude: “supplementation 
with ergothioneine can result in a more 
enhanced innate and adaptive disease 
resistance” and “the major immuno-mod-
ulating effects of ergothioneine include 
mitogenicity and activation of immune 
effector cells, such as lymphocytes, macro-
phages, and natural killer cells.”

More Innovative NNB Ingredients
GLUCOVANTAGE: Dihydroberberine, up 
to 500 percent more active than regular 
berberine
MITOBURN: L-BAIBA, fat burning meta-
bolic activator
C8VANTAGE: The most ketogenic
MCT NUCLEOPRIME: Provides meta-
bolic, immunological and physiological 
advantages

Safe & Natural
MitoPrime enjoys GRAS (generally recog-
nized as safe) status and EFSA (European 
Food Safety Authority) approval. Stud-
ies in humans have found no toxicity or 
adverse effects to be associated with ET 
administration, even at high doses. Mito-
Prime is non-GMO (genetically modified 
organism), contains no artificial flavors, 
colors, additives, preservatives, stabilizers, 
sweeteners or caffeine. MitoPrime is all 
natural and vegan.

Introducing the New ‘Longevity Vitamin’
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Lepidamax is Nutrition21’s (N21) pat-
ented blend of Lepidium peruvianum, 
a novel, proprietary formulation of 

Peruvian maca phenotypes. In developing 
Lepidamax, N21 discovered that it provides 
superior efficacy in improving various areas 
of male performance, including:

• Energy Production
• Grip Strength
• Sexual Function*
Lepidamax has been studied in both 

pre-clinical and clinical trials—with the most 
recent study published in March 2019.

To bring this product to market, N21 first 
collaborated with scientists and local farmers 
to learn more about how to obtain maca 
grown and processed in optimal conditions 
in the Peruvian highlands, which greatly con-
tributes to its enhanced nutrient content.

N21’s research program has tested 
different maca phenotypes, different maca 
processing techniques, and various maca 
phenotype combinations and ratios. For one 
preclinical study, N21 developed several 
maca formulations and compared the effects 
of each blend on cellular energy production. 
A colorimetric MTT assay was used to mea-
sure this activity. Compared to other maca 
blends, Lepidamax demonstrated significant-
ly greater enhancement of cellular energy 
production.

One preclinical study examined the 
effects of Lepidamax in 28 animal subjects 
divided into four groups—sedentary control, 
sedentary + Lepidamax, training control, 
and training + Lepidamax. All groups were 
given the study product for 21 consecutive 
days. The results showed that Lepidamax 
improved markers of energy metabolism and 
oxidative capacity in muscle.

A double-blind, placebo-controlled, 
parallel group clinical trial was conducted 
to measure the effects of Lepidamax on 
strength, energy, and sexual function in 47 
sexually active subjects.

The Profile of Mood States Second Edition 
(POMS 2) questionnaire was used to assess 
various mood states. Energy levels were de-
termined by the mood state that measures 
fatigue.

Lepidamax significantly reduced fatigue 
compared in men to baseline, while there 
was no change in the placebo group.

Sexual behavior was assessed using the 
Derogatis Interview for Sexual Functioning 
(DISF-SR), which is a validated self-report 

inventory designed to measure the quality of 
the individuals’ current sexual functioning in 
quantitative terms. By this measure, Lepida-
max significantly increased sexual behavior 
in men compared to baseline, while there 
was no change in the placebo group.

Strength was measured after 30 days 
using a hand grip strength dynamometer. 
The hand grip dynamometer test has been 
shown to be a predictor of absolute muscular 
strength. Lepidamax significantly increased 
grip strength in men compared to baseline 
(+8.2 lbs.), while there was no change in the 
placebo group.

In terms of its regulatory status, Lepida-
max does not require a new dietary ingredi-
ent (NDI) notification as maca is present in 
the food supply and has not been chemically 
altered in Lepidamax.

There are several claims for Lepidamax for 
use by finished product manufacturers:

• In one month, Lepidamax increased 
hand grip strength in men by 10 percent in a 
double-blind, placebo-controlled study.

• Lepidamax increases hand grip strength, 
a measurement of overall strength, in men.

• In one month, Lepidamax boosted 
sexual function in men by 20 percent in a 
double-blind, placebo-controlled study.

• Lepidamax increases energy levels in 
men.

• In one month, Lepidamax reduced 
fatigue in men by 41 percent in a dou-
ble-blind, placebo-controlled study.

• Lepidamax increased endurance by 44 
percent in a preclinical study.

• Lepidamax increased endurance and ex-
ercise capacity while lowering lactate levels 
in a preclinical study.

• Lepidamax improved markers of energy 
metabolism, oxidative capacity and oxidative 
stress in muscle in a preclinical study.

• Lepidamax inhibited the accumulation 
of factors that cause muscular fatigue in a 
preclinical study.

• Lepidamax enhanced cellular energy 
production in a preclinical study.

*Reported sexual function
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R ipFACTOR Muscle Accelerator is 
an ingredient for the active/sports 
nutrition market that is the result of 

a seven-year, multi-million-dollar develop-
ment process involving in-depth screening 
of hundreds of botanicals. Clinical studies 
have shown that this breakthrough ingre-
dient can significantly and rapidly increase 
both upper and lower body strength 
and endurance, as well as significantly 
increase muscle size and free testosterone 
levels. RipFACTOR is composed of two 
botanical extracts—Mangifera indica and 
Sphaeranthus indicu—synergistically stan-
dardized in a multi-patented formulation.

To understand the performance boost-
ing potential of RipFACTOR, PLT Health 
Solutions and Laila Nutraceuticals conduct-
ed two clinical trials demonstrating efficacy 
at two use levels, “performance” and 
“ultra-performance,” both of which show 
results that are likely to get the attention 
of the sports/active nutrition community. 
Results were seen starting at 14 days, with 
positive physiological changes seen at ev-
ery time point over two eight-week studies. 
With the ultra-performance formulation, 
subjects consuming RipFACTOR showed as 
much as four times the increase in muscle 
size, double the improvement in muscle 
endurance and five times the improvement 
in body strength compared to participants 

taking placebo. Statistically significant 
improvements in lean body mass, per-
cent body fat and total body fat were also 
observed.

Two Clinical Studies Demonstrate 
‘Breakthrough’ Performance
The first study of RipFACTOR was designed 
to support messaging to the sports nutrition 
consumer. This eight-week, randomized, 
double-blind, placebo-controlled clinical 
trial studied young adult men who were fa-
miliar with weight training and had at least 
six months of experience with resistance 
exercise.

Improvements in strength, endurance 
and muscle size were seen throughout 
the study period. Statistically significant 
increases in both upper and lower body 
muscle strength were seen as early as 14 
days compared to placebo.

To further evaluate its efficacy, a second 
clinical trial of RipFACTOR was conducted 
in 2019. Researchers examined the effects 
of two different doses—a “performance” 
dose and an “ultra-performance” dose—
on resistance exercise in training-naive 
subjects. An innovative “efficiency model” 
design was employed by including a sec-
ond placebo group that followed a double 
exercise regimen.

Results of this study confirmed and 
expanded on 
the first. Of note, 
subjects taking 
both doses of 
RipFACTOR ex-
perienced gains 
that surpassed 
even the placebo 
group doing 
twice the amount 
of exercise. 
Subjects taking 
the “perfor-

mance” dose also demonstrated similar 
strength and endurance benefits to subjects 
doing twice the amount of exercise. At the 
“ultra-performance” dose, the strength and 
endurance gains were statistically signifi-
cantly better than subjects completing 
twice the exercise volume. Improvements 
in testosterone and cortisol were also seen 
in the RipFACTOR group compared to the 
placebo groups. The improved ratio of 
testosterone to cortisol favors anabolism 
and could be partially responsible for the 
clinically observed increases in muscle size 
and strength. Both studies will be submitted 
for publication in 2020.

One Ingredient. Multiple Product 
Possibilities.
Offering two effective dose levels enables 
formulators to develop targeted formula-
tions for both recreational and high-per-
formance athletes. RipFACTOR is already 
being developed as a hero ingredient in a 
range of leading brands in the active/sports 
nutrition market. RipFACTOR can be seen 
in multiple product types within the active/
sports nutrition market. Because it enhanc-
es strength and endurance in workouts, and 
builds muscle mass, it is a natural fit in the 
bodybuilding segment in both pre-workout 
and daily use products. The same physi-
ological endpoints examined in the two 
human clinical studies of RipFACTOR make 
it compatible for use in any athletic training 
regimen, including competitive sports, 
endurance sports and fitness training.

The RipFACTOR ‘Journey’
RipFACTOR helps meets consumer demand 
for products that support rapid, consistent, 
measurable strength, endurance and mus-
cle growth results. Clinical trials point to sta-
tistically significant improvements starting at 
14 days. Fast results like these are known to 
encourage continued use of a product and 
commitment to an exercise regimen. Based 
on the results from mechanistic, pre-clinical 
and clinical studies, product developers can 
help the consumer contemplate a “journey” 
that starts from the first day to the 56th day, 
that involves rapid, continuous physiolog-
ical changes that help them move toward 
their goals.

RipFACTOR is available in both standard 
and water-dispersible forms, which means 
it can be featured in traditional powder 
formulations and a wide variety of products 
including functional foods, beverages, gum-
mies, stick packs and more.

RipFACTOR Muscle Accelerator More strength, endurance and muscle mass starting at 14 days
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L ivLonga is Sabinsa’s proprietary 
blend of curcumin C3 complex (250 
mg), Livinol (Garcinol 20 percent - 

50 mg) and the bioavailability enhancer 
BioPerine (5 mg). Each ingredient in the 
blend has unique pharmacological prop-
erties. Multiple preclinical and clinical 
studies have investigated their impact 
on liver health, most on recently non-al-
coholic fatty liver disease specifically.

NAFLD and NASH
Non-alcoholic fatty liver disease (NA-
FLD) is a term used for a range of liver 
conditions due to fat deposits in the 
liver.1 It is becoming increasing common 
with nearly 25-30 percent of the world’s 
population affected.2 The spectrum of 
the disease ranges from simple fatty 
liver to inflammatory non-alcoholic 
steatohepatitis (NASH), which can lead 
to liver cirrhosis and cancer. With the 
alarming rise in metabolic diseases, the 
prevalence of NAFLD and its severity is 
projected to grow.3 NAFLD is commonly 
associated with metabolic comorbidi-
ties such as obesity, diabetes mellitus, 
dyslipidemia and modulation of the 
gut microbiome.4 Treating NAFLD is a 
public health burden as there are no 
approved drugs available for treatment. 
The strategy for alleviating NAFLD relies 
on preventing the progression of fatty 
liver to the more severe steatohepatitis 
by lowering fibrosis, oxidative and other 
cellular stresses. The first line of treat-
ment is usually lifestyle management, 
and sometimes pioglitazone and vitamin 
E are used to reduce cellular injury, fi-
brosis and to improve steatohepatitis.5 A 

number of people have turned to herbal 
products known to support healthy liver 
function.

The Components of LivLonga
Curcumin C3 Complex, the No. 1 clin-
ically studied curcumin on the market, 
provides a wide range of benefits, 
including antioxidant, anti-inflammatory 
and lipid regulatory activities.6 Cur-
cuminoids have been reported to have 
hepatoprotective activity by reducing 
oxidative stress and inflammation.7,8 
Garcinol, a polyisoprenylated benzo-
phenone isolated from the fruit rinds 
of Garcinia indica, is an antioxidant 
known to protect against drug-induced 
liver damage.9-12 The combination of 
these two ingredients was observed in 
a pre-clinical study to reduce reducing 
fibrosis, inflammation and oxidative 
stress associated with NASH.13 Addi-
tionally, Garcinol was reported to help 
in alleviating obesity by modulating the 
gut microbiome and reducing cellular 
stress.14,15 BioPerine is a well-established 
bioavailability enhancer, with numerous 

clinical studies on safety and efficacy.
For more information, contact Sha-

heen Majeed, President—Worldwide, 
shaheen@sabinsa.com.
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New Jersey-based packaging machinery manufacturer Deitz Company has unveiled 
an extra wide heat shrink tunnel that automatically shrinks tamper-evident bands 
and full sleeve labels onto extra wide bottles, jars and other containers. Developed 
for nutrition companies packaging whey protein, dietary fiber, meal replacement 
shakes and other sports nutrition and weight loss products sold in large or wide 
mouth bottles, the Pharmafill HT6W accommodates plastic, glass and metal con-
tainers as wide as 6-3/4 inches in diameter and as tall as up to 10 inches in height, 
an increase of more than 40 percent versus the industry standard Pharmafill HT6B.

To consistently seal the extra-wide neck bands and sleeve labels that often 
confound ordinary heat tunnels, the Pharmafill heat tunnel features a proprietary en-
gineering advance. Two, 3,000-watt tubular heating elements direct a combination 
of convection and radiant heat toward the bottom of the shrink band or label upon 
entry, then gradually direct the heat toward the top as the bottle advances to the exit. An energy-efficient, double-wall design 
with stainless-steel construction and heat-resistant curtains at entry and exit help contain the high heat inside the tunnel and 
provide extra protection for worker safety.

The Pharmafill heat shrink tunnel comes mounted on casters to roll up to any conveyor and includes an adjustable-height lift 
stand that raises and lowers the tunnel height to match the container height. A companion conveyor and Emergency Auto-Lift 
(EAL) are offered as options.

For more information, visit www.deitzco.com.

ACG, a global supplier offering end-to-end capsules manufacturing solutions for the 
pharmaceutical industry with a U.S. location in New Jersey, recently helped an India-based 
probiotics manufacturer produce a vitamin C-infused, powder-based dietary supplement 
with incompatible ingredients. Utilizing advanced capsule-in-capsule technology, the project 
avoided costly infrastructure investment through a cost-effective customized upgrade ap-
proach.

Dietary supplements can present particularly daunting manufacturing challenges, espe-
cially when they include a combination of ingredients whose molecular makeup are deemed 
incompatible. This was the case with ACG’s customer, whose supplement included a mix 
of probiotics and vitamin C. Also called ascorbic acid, the latter is notoriously chemically 
unstable, and easily decomposes when exposed to heat, moisture or the types of micro-or-
ganisms inherent in probiotics.

Such instances often call for a more sophisticated production approach, such as cap-
sule-in-capsule applications. An evolving technology, capsule-in-capsule overcomes many 
of the limitations of incompatible ingredients by housing one ingredient inside the other, 
effectively segregating and therefore protecting sensitive elements.

However, this typically requires equipment modifications that can make the entire endeav-
or unattractive from a cost-benefit ratio. In this instance, the pharma company was hoping 
to manufacture the product on an AF 40T Capsule Filler. With more than 2,000 successful 
installations worldwide, ACG’s AF family has a reputation for reliably encapsulating a wide 
range of difficult formulations; to date, more than 3,000 different drugs and nutritional prod-
ucts have been manufactured on an AF Series Capsule Filler.

This job, however, would require some additional arrangements. The formulation called 
for a powder-based probiotic to be housed in a larger capsule containing powder-based 
ascorbic acid powder. To accomplish this, ACG’s team of customized oral dosage encapsula-
tion experts upgraded the AF 40T with a special inner-into-outer capsule filling attachment.

The attachment operates as follows: capsules are loaded into hoppers, from where they flow into reservoirs and are guided by 
means of baffle plates to a soft gel magazine. The magazine then releases the capsules using a specially designed mechanism. 
Fingers in the upper and lower stage alternate between holding and releasing the capsules into sliding plates, which then transfer 
capsules into the diverter block, which directs the smaller capsules into the larger ones.

A non-fill detection system with infrared sensors ensures only filled capsules are accepted, with any unfilled capsules rejected 
at the exit chute using PLC-based logic. The filling process is completely controlled by an intuitive interface featuring alarms and 
production controls.

The ACG team then equipped the machine with a custom-designed dosing disc with a special dome that accurately considered 
the inner capsule’s volume when filling the outer capsule, ensuring highest-possible efficacy while virtually eliminating product 
wastage.

The outfitted capsule filler successfully met the new needs without sacrificing satisfactory throughput. The module is capable of 
manufacturing upwards of 14,000 capsule-in-capsule products per hour.

For more information, visit www.acg-world.com.

Packaging Machinery Manufacturer Unveils Extra Wide Heat Shrink Tunnel for Extra Wide Containers

ACG Helps Probiotics Supplier Produce Formula with Capsule-in-Capsule Approach

Equipment&Packaging
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Multiflux GMS mixers from New Jersey-based process equipment 
manufacturer Gericke USA are available mounted atop load cells as 
an option to integrate the weighing function with mixing. Devised to 
speed cycle times and save floor space, the batch mixers with load cells 
automatically weigh and document the precise amount of each ingre-
dient or material as it is loaded into the mixer, eliminating the need to 
weigh each ingredient or material in a separate hopper upstream while 
supporting consistent, batch to batch quality control. When mixing and 
discharge are complete, the integrated load cell automatically signals 
the mixer is empty by weight and ready for cleaning or to mix the next 
batch.

Ideal for mixing and blending food, dairy, nutrition, chemical, phar-
maceutical and other products with multiple and/or high value inputs 
in sanitary environments, the GMS mixers are available with a choice of 
load cells specified to suit the requirements of the process. The integrated load cells are available on the entire line of Multiflux 
GMS mixers, comprising six standard models ranging in capacity from 36 to 1,320 gallons (140-5,000 liters). The hygienic mix-
ers may be tested in the company’s New Jersey test laboratory to verify performance simulating actual operating conditions.

For more information, visit  www.gerickegroup.com.

Multiflux GMS Mixers Mounted on Load Cells Speed Cycle Times
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exceedingly high temperatures and 
humidity.

Cross-linking is particularly problemat-
ic for any nutrition product—probiotics 
come to mind—in which controlled 
release capabilities are paramount. This 
is because cross-linking renders gelatin 
capsules resistant to dissolution, dimin-
ishing the product’s deliverability and 
therefore its efficacy.

HPMC capsules significantly reduce 

the risk of cross-linking. This is because 
HPMC has a chemical structure that 
does not react with aldehydes, which in 
turn make them compatible with a wider 
range of encapsulated products.

The future is bright (and colorful) 
for HPMC; a growing and booming 
consumer need for natural products 
combined with continual refinements 
are making formulation simpler and 
more attainable for manufacturers. 
We’ve proven the Impossible Capsule is 

in fact possible and the growth potential 
is endless. NIE

Evelyn Reinson is an 
international market-
ing manager at ACG, 
responsible for global 
marketing strategies of 
the company’s product 
range of capsules, films 

& foils, engineering, and inspection 
worldwide. www.ACG-world.com.
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NIE: Please discuss NAI’s certifications 
and why they are important.

LeDoux: NAI’s reputation speaks for itself. 
We have been in business for 40 years, and 
we are the only publicly traded corporation 
which provides all of its financial and op-
erating information quarterly under review 
by audit and the oversight of the SEC. With 
products produced in our state-of-the-art 
facilities in California or in Switzerland, we 
service the needs of customers serving over 
40 countries worldwide.

We are the only company to have certifi-
cation by the Australian Therapeutic Goods 
Administration for 19 consecutive years, 
and we have Swissmedic certifications of 
our Swiss facilities. Likewise, we are an or-
ganic processor in the USA, and have been 
involved in leading the charge for better 
transparency in regulations and testing for 
four decades.

NAI has a philosophy that there are 
no secrets when it comes to the safety of 
consumers and products they consume. 
Therefore, under contract and appropriate 
confidentiality and quality agreements we 
share everything with our client partners. 
Surprises should be positive, not negative 
experiences.

A group of industry leaders is currently 
working together under the Supplement 
Safety Compliance Initiative (SSCI), which is 
a retailer-driven initiative, seeking to estab-
lish benchmarks for inspections of manufac-
turing facilities and processes.

Too often in the past, companies have 
run afoul of FDA (U.S. Food and Drug 
Administration) warning letters shortly after 
having been given a passing bill of health 
by an independent GMP (good manufac-
turing practice)-certifying body that is a 
private corporation. At SSCI we are actively 
working on finalizing our benchmarking 

protocols and asking all certifying bodies to 
submit their programs for evaluation. After 
that is completed, the Board of Directors of 
SSCI will be opening a dialogue with FDA 
regarding interfacing with the agency to 
help reduce obvious concerns by the agen-
cy findings, and to reduce “audit tourism” 
of multiple facilities. This will strengthen 
the value of these third-party certifications 
and open up the opportunity to extend the 
process further downstream (or upstream) 
to the raw material providers.

NIE: How has NAI had to adjust during 
the COVID-19 pandemic? What trends do 
you think the dietary supplement industry 
will see as a result?

LeDoux: With the surge in demand, 
NAI has been very open and transparent 
with our customers concerning bottle-
necks in not only raw material concerns 
but in packaging components given the 
surge in demand for bottles, caps and 
other essential components. Companies 
like NAI, with pristine balance sheets who 
have adequate systems, are in much better 
position to secure added materials, as 
well as plan production in a manner which 
maximizes efficiencies. NAI is staffed with 
critical-thinkers and has deployed our 
capital in an intelligent manner to secure 
adequate and reasonable safety stocks for 
commodities and essential unique compo-
nents, so we were able to have a head-start 
in preparation for the onslaught of order 
demand. This helped NAI to keep costs low 
and increase profits as the demand/pricing 
increased. It was also helpful that the di-
etary supplement business was considered 
essential by the Department of Homeland 
Security, and with adequate safeguards and 
systems in place to guard against COVID 
outbreaks, quality-focused companies like 

NAI have flourished.
NAI will source raw materials and 

produce more goods domestically. One of 
the things that the pandemic exposed is 
how reliant we are on other countries for 
both raw materials and production. Many 
countries including the USA are starting to 
think much harder about the requirements 
around manufacturing and sourcing within 
their own borders. Companies who have 
long sourced raw materials and production 
overseas for savings are now realizing the 
importance of being able to do this domes-
tically.

NIE: In 2019, CarnoSyn beta-alanine re-
ceived the Novel Ingredient and Science 
Award from the NPA. What does the 
award mean to the company?

LeDoux: The Novel Ingredient and 
Science Award is bestowed annually upon 
a person or company who has developed 
an innovative ingredient with far reaching 
applications, clinical disease utility, health 
benefit, or regulatory safety achievement, 
demonstrated through sound scientific 
research. The NPA recognized NAI for its 
leadership in the industry, commitment 
to innovation, research and performance, 
and its perseverance to go above and 
beyond—achieving new dietary ingredient 
(NDI) status from the FDA for CarnoSyn 
beta-alanine. Our growing list of awards 
and certifications, such as the 2019 Novel 
Ingredient and Science Award from the 
NPA, have helped to establish CarnoSyn 
as a trusted brand and the only choice for 
tested, patented and pure beta-alanine. 
NAI’s commitment to continued investi-
gation using proper scientific discipline is 
bolstered by this recognition and others, in 
our enduring quest to enrich the world with 
the best of nutrition.

Natural Alternatives International, Inc. (NAI) is a leading formulator, manufac-
turer and marketer of nutritional supplements and provides strategic partner-
ing services to its customers.

Mark LeDoux founded NAI in 1980. With more than 45 years of experience 
since joining the nutritional supplements industry in 1975, LeDoux is consid-
ered a highly regarded leader and spokesperson for our industry, making him 

one of the longest serving active executives in the nutritional supplements industry. As chairman of the Board of Directors of the Natural 
Products Association (NPA), where he has been a member since 1980, LeDoux represents NAI’s ongoing commitment to industry and gov-
ernment affairs, adherence to a strong code of ethics, and continuing support in the legislative, regulatory and public affairs arenas.

Natural Alternatives 
International, Inc.
1535 Faraday Ave.
Carlsbad, CA 92008
Phone: (800) VITAMIN 
Website: www.nai-online.com

Mark A. 
LeDoux,
Founder, CEO 
and Chairman, 
Natural Alternatives 
International, Inc. 
and CarnoSyn 
Brands

SupplieroftheMonth
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