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T here is 
no silver 
lining in 

the COVID-
19 pandem-
ic—there is 
nothing good 
that will come 
of it.

But there is the possibility of some-
thing learned or of fi nding opportunity 
in a most devastating challenge to 
create a better “new normal.”

We could look back at other health 
crisis that had to be overcome, and 
how they were handled, for better 
or worse, such as Ebola, SARS or 
AIDS. Each epidemic crisis is different 
though, and experts have a hard time 
predicting how they will end.

However, one lesson I believe we are 
learning is that science matters. As the 
epidemic spreads, people around the 
world want to understand the science 
behind the most pressing questions: 
how many people have been infected? 
How dangerous is the virus? When will 
a vaccine be available? How can the 
epidemic be contained, and the dam-
ages mitigated? What is the economic 
impact? What’s the role of social media 
and local communities in the epidemic 
response?

Another lesson infectious challenges 
shine a light on is public health: about 
improving the health of populations, 
not only the individual.

Five Years Ago
A crisis specifi cally for the supplement 
industry was the New York Attorneys 
General (NYAG) fi asco. Hard to believe 
how time fl ies, but that situation 
happened fi ve years ago. Although 

obviously not as serious as a pandemic, 
there were crisis lessons to be learned 
as well.

In this month’s CRN (Council for 
Responsible Nutrition) Update column 
(see page 28), Steve Mister, president 
& CEO, said the NYAG’s investigation 
awoke many companies to the need 
for a crisis communication plan. There 
were also lessons on the integrity of 
supply chains and on company trans-
parency.

Afterward, it’s the takeaways that 
matter.

“But fi ve years later, I worry though 
that these lessons were short-lived,” 
Mister concluded. “A prosperous 
market requires constant vigilance. 
Short memories and industry growth 
can create temptation to slip backward. 
Crisis communication plans gather dust 
on the shelf instead of being regularly 
consulted and updated for the ready. 
Exacting attention to supply chain 
integrity gets overlooked. Marketing 
plans and new product promotions 
compete for the resources that would 
fund regulatory compliance. Transpar-
ency with regulators and consumers 
can start to seem too expensive or 
burdensome to justify,” he wrote.

It is only by examination, having 
conversations, and by learning the 
lessons of crisis like these, that we can 
work on an industry and community 
that is less vulnerable to challenges 
like what we now face—and then not 
forget.

I wish all of NIE’s readers and their 
friends and families good health. Stay 
safe.
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ConditionSpecific

A ccording to the World Health 
Organization (WHO), cardiovas-
cular diseases (CVDs) are the 
No. 1 cause of death globally, as 

17.9 million people, die from CVDs each 
year. WHO reported that four out of five 
CVD deaths each year are due to heart 
attacks and strokes. In addition, one-third 
of these deaths occur prematurely in peo-
ple under 70 years of age. Further, those 
at risk of CVD may demonstrate raised 
blood pressure, glucose and lipids, and 
may be overweight or obese.

Also, the leading cause of death for 
both men and women in the U.S., one 
person dies every 37 seconds in the 
U.S. from CVDs. Further, approximately 
647,000 (one in every four) Americans die 
from heart disease each year, according 
to the Centers for Disease Control and 
Prevention (CDC).

And while prescription drugs are the 
common treatment, lifestyle changes and 
dietary supplements are not overlooked. 
“Cardiovascular disease continues to 
be a very serious concern for American 
consumers,” said Melanie Bush, director 
of berry science for Indiana-based Artemis 

International, Inc. “A few of the major risk 
factors for cardiovascular disease include 
high cholesterol and high blood pressure. 
Yes, there are pharmaceutical drugs that 
are designed to help lower these risk 
markers, but the side effects can take a 
toll, many consumers seek natural alterna-
tives and/or adjuncts that are gentle and 
effective.”

The heart healthy nutritional supple-
ment category is quite large and growing. 
According to Julia Díaz, head of marketing 
for Pharmactive Biotech Products, S.L. in 
Spain, the market for cardiovascular health 
is one of the largest in food supplements. 
“Globally, 1/6 [of] dollars spent on sup-
plements sales is for heart health product1 
and it is anticipated an excellent growth 
over the next decade, both in developed 
and developing economies (CAGR [com-
pund annual growth rate] 6.5 percent for 
the period 2017-2023).2

The market will be affected by:
• The increase of life expectancy and 

global population older than 60 years old 
(is expected to double by 2050).3

• Heightened demand for natural prod-
ucts (considered safer and with fewer side 

effects).
• Increasing incidences of obesity, what 

leads to cardiovascular diseases.”
The heart health category is broad, as 

there a number of ingredients that address 
a range cardiovascular issues. “What do 
we mean by “cardiovascular health” any-
way? Product manufacturers should con-
sider that heart health is a broad category 
and what heart health benefit they are 
targeting,” noted Artemis President Leslie 
Gallo. “Is it lower blood pressure? Lower 
cholesterol? Better circulation? Artery 
health? There is no ‘one ingredient fits all’ 
in this space and some ingredients share 
significant shelf space so a manufacturer 
might want to branch out and look at new-
er/novel ingredients that might interest a 
consumer who has tried the usual and not 
reaped the expected benefits.”

For instance, according to Dr. Shavon 
Jackson-Michel, director of medical & 
scientific affairs for New Jersey-based 
DolCas Biotech, LLC, an important aspect 
of cardiovascular health consumers can 
easily relate to is vascular reactivity. “There 
are a number of ways to assess vascular 
reactivity, one that was used in our cardio 

By Shari Barbanel

Cardiovascular
Concerns
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support ingredient clinical was the reactive 
hyperemia index (RHI). It can be explained 
simply, since every adult has had their 
blood pressure taken and can easily 
contrast between the numbness of their 
fingers when the pressure is maximized 
and the relief they feel when the pressure 
goes down and blood flow returns to their 
extremity. This assessment compares one 
arm’s exaggerated pressure cuff occlu-
sion to the non-occluded arm, ultimately 
measuring the flexibility of the arteries as 
well as the ability of the vascular system to 
release and quickly respond to nitric oxide 
(NO). RHI is often using in collaboration 
with other cardiovascular risk factors—but 
on its own provides great insight.

“The flexibility of the arteries, or lack 
thereof is strongly associated with adverse 
cardiovascular events like stroke and 
heart attacks,” Jackson-Michel continued. 
“There are many avenues that lead to 
improved vascular reactivity, including but 
not limited to better cholesterol and blood 
lipid metabolism, less oxidative stress, 
which can cause injury to the blood vessel 
lining, proper nitric oxide production, 
improved blood glucose control, etc.”

To that end, DolCas Biotech’s Bergacyn 
ingredient has shown significant improve-
ment of, given its synergistic action on 
upstream aspects including improved liver 
health, lipid metabolism, oxidative stress 
and blood glucose control, Jackson-Mi-
chel noted.

Bergacyn, a patented ingredient blend, 
consisting of bergamot polyphenols 
and fibers and cynara leaf extract, is the 
company’s newest ingredient innovation 
in the cardiovascular health category. 
“Bergamot has an affinity for both the 
liver and vascular system, demonstrating 
significant benefits as far as supporting 
healthy lipid levels. Artichoke is a familiar 
liver supportive, but its leaf is a potent 
source of cynaropicrin, a sesquiterpene 
with strong TNF-alpha inhibitory action,” 
Jackson-Michel said. “At least two clinical 
studies, one published and one underway 
evidence Bergacyn’s action in interfering 
in the development and progression of 
non-alcoholic fatty liver (NAFL). Those 
with NAFL, especially with the comorbidity 
of diabetes have a very increased risk of 
adverse cardiovascular events. Bergacyn, 
in this specific context was shown to 
decrease subjects adverse CV risks, by 
showing a statistically significant increase 
of the reactive hyperemic index (RHI).”

Other Ingredients
Because the heart health category caters 
to a wide range of issues, there are a num-

ber of ingredients that have long been 
used for various ailments. “Certainly, the 
heart health category is a crowded space, 
for good reason, populated with numer-
ous substantiated ingredients,” said Bush. 
“Top of mind are cholesterol management 
ingredients such as soluble dietary fibers, 
unsaturated fatty acids, omega-3s, stanols 
and sterols; carotenoid ingredients, such 
as astaxanthin and lycopene; and powerful 
antioxidant/capillarotropic ingredients 
such as CoQ10/ubiquinol, and various fla-
vonoids/polyphenols (anthocyanins, pro-
anthocyanidins) derived largely from fruits/
berries wherein Artemis specializes under 
our signature Berryceuticals portfolio.”

Artemis has been producing a line 
of berry extracts for use in the dietary 
supplement and functional food industries 
for more than 25 years. “Our Berryceuti-
cals line, most popular for our ElderCraft 
ingredient line, includes our heart health 
extract, AroniaCraft—a high anthocyanin 
standardized extract that is targeting the 
cardiovascular health market,” explained 
Gallo. “A recent meta-analysis (submitted 
for publication) of Aronia Berry has shown 
conclusively that aronia offers significant 
benefits including lowering cholesterol as 
well as lowering blood pressure.”

Pharmactive’s most successful cardio-
vascular ingredient is ABG10+ (aged black 
garlic branded extract). According to 
Díaz, it is considered as an alternative to 
Monacolin K for cardio protection, due to 
the no side effects reported, multi-chan-
nel mechanism of action (including not 
only cholesterol levels balance, but tri-
glycerides and hypertension balance) and 
superior antioxidant capacity.

“ABG10+ is DNA-certified for Allium 
sativum L. and organic certified,” she said. 
“The aging and extraction process are 
proprietary and uniquely concentrates and 
preserves the actives, meeting the highest 
quality standards.”

Confirmed Benefits
Consumers have a number of concerns 
when it comes to dietary supplements. On 

the top of that list is wanting to make sure 
that they are effective and safe.

“One of the main concerns among con-
sumers of cardiovascular support supple-
ments is ‘does this really work and does it 
do what it says it will do?’ Unfortunately, 
there are products on the market that 
include low-quality ingredients and have 
questionable efficacy,” Bush said. “And 
then there are products that might have 
actual clinical studies behind their claims, 
but the clinical studies may have had flaws 
that put the true clinical significance into 
question. That is why it is important for 
high-quality companies to seek out ingre-
dients with authentic studies confirming 
their stated health benefits.”

Another consumer concern is delivery 
options, as a number of people that take 
supplements for heart health issues are 
older and either have issues swallowing 
larger pills, and/or want other delivery 
options.

“Product manufacturers should keep 
the eye on reducing sizes of oils capsules 
to benefit the consumers with swallowing 
difficulties and to improve the taste,” Díaz 
noted. “In this context, botanical extracts 
offer a differentiated value because, com-
monly they need shorter recommended 
daily doses compared to oils, are wa-
ter-soluble (with exceptions) and the flavor 
is usually nicer. 

“Finally, new galenic forms such as 
gummies are emerging strongly, and 
should be explored further as long as the 
consumer is getting used to new chewable 
approaches.”

The cardiovascular category is import-
ant today, as it ever was, as CVDs are still 
a major health issue across the globe. “To-
day, cardiovascular category is one of the 
largest and is dominated by old friends 
very recognizable by consumers,” Díaz 
concluded. “The future of the category 
might be the inclusion of new ingredi-
ents (preferably botanicals), green labels, 
reduced side effects and clinically backed 
formulations.” NIE

References:
1 Natural Products Insider.
2 Global Heart Health Products Market Research Report- 

Forecast to 2023.
3 United Nations, Department of Economic and Social 

Affairs, Population Division (2017). World Population.
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O n Jan. 21, 2020, ABH Nature’s 
Products, Inc., ABH Pharma, Inc., 
and Stocknutra.com, Inc. (collec-

tively “ABH”) announced an unprece-
dented recall covering in excess of 1,200 
products marketed by more than 800 
different own label distributors (OLD—com-
panies that hire a contract manufacturer to 
produce branded products for them). This 
action came as a result of an Order of the 
United States District Court for the Eastern 
District of New York that required the com-
panies to cease operations and remove all 
“adulterated” dietary supplements manu-
factured and sold between January 2013 
and November 2019; all lots of every prod-
uct produced are included in this recall. In 
total, ABH was directed to recall thousands 
of product units sold in almost every sector 
of the supplement industry.

The root of the ABH’s issues fi rst came 
to light in an October 2012 warning letter 
citing several current good manufacturing 
practices (cGMP) and labeling violations. 
Over the next seven years, a period of 
time that suggests that there was shared 
responsibility at U.S. Food and Drug Ad-
ministration (FDA) for this fi asco; ABH was 
issued several FDA Form 483s (notice of 
inspectional observations) noting ongoing 
failure to correct the GMP (good manu-
facturing practice) shortcomings as well 

as, additional compliance problems at the 
companies.

Finally, on Nov. 21, 2019, the U.S. De-
partment of Justice (DOJ), at the request 
of the FDA, fi led a complaint against ABH 
and its owners in the U.S. District Court for 
the Eastern District of New York. According 
to the complaint, ABH and their owners 
allegedly manufactured, prepared, labeled, 
packed, held and distributed dietary sup-
plements under conditions that failed to 
comply with cGMP. It was the settlement to 
this agreement that led to the order man-
dating the unprecedented recall.

 This massive supplement recall covering 
hundreds of different brands produced by 
a single contract manufacturer should be a 
wakeup call for every own label distributor 
that has not fully embraced FDA’s policy 
that they too share responsibility for compli-
ance with cGMPs.

FDA and OLDs
On April 13, 2012, FDA issued a series 
of warning letters to dietary supplement 
marketers working with contract manufac-
turers to produce their branded fi nished 
products. Each of the letters clearly stated 
the agency’s position that any company that 
places its name on a product label bears 
the ultimate responsibility for ensuring that 
it is properly manufactured and suitable for 

their customers to consume.
As stated in these letters and every sim-

ilar warning letter sent to an OLD over the 
past eight years: To the extent that you con-
tract with other fi rms to manufacture, pack-
age, and/or label product on your behalf 
that your fi rm releases for distribution under 
your fi rm’s name, your fi rm has an obliga-
tion to know what and how manufacturing, 
packaging, and/or labeling activities are 
performed so that you can make decisions 
related to whether your dietary supplement 
products conform to established specifi ca-
tions and whether to approve and release 
the products for distribution.

Although a fi rm may contract out certain 
dietary supplement manufacturing, pack-
aging, and/or labeling operations, it cannot 
contract out its ultimate responsibility to 
ensure that the dietary supplement it places 
into commerce (or causes to be placed into 
commerce) is not adulterated for failure 
to comply with dietary supplement cGMP 
requirements. United States v. Dotterweich, 
320 U.S. 277, 284 (1943); United States v. 
Park, 421 U.S. 658, 672 (1975).

It is important for every company to take 
note that the two Supreme Court cases 
cited by FDA in these warning letters fi rmly 
establish the principle of strict liability for 
companies and corporate offi cers, owner-
ship and senior management for violations 

Legalities

By Marc S. Ullman

The ABH Nature’s

Lessons for Own
Products Recall—

Label Distributors
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of the Federal Food, Drug and Cosmetic 
Act (FDCA), including allowing adulterated 
food to be placed into interstate com-
merce. In deciding these cases, the court 
explained its conclusions by noting that by 
voluntarily engaging in a business that is 
regulated under the FDCA, companies and 
individuals accept a special responsibility 
for protecting the public health.

OLD GMP Responsibilities
An excellent starting place for OLDs that 
still do not have a clear picture of what is 
expected of them in order to comply with 
their GMP obligations is the FDA published 
Small Entity Compliance Guide: Current 
Good Manufacturing Practice in Manufac-
turing, Packaging, Labeling, or Holding 
Operations for Dietary Supplements, first 
issued in December 2010. In discussing 
the responsibilities of covered entities, the 
guide notes:

A distributor who contracts with a man-
ufacturer to manufacture a dietary supple-
ment, which the distributor then distributes 
under its own label, has an obligation to 
know what and how manufacturing activities 
are performed so that the distributor can 
make decisions related to whether the 
packaged and labeled product conforms to 
its established specifications and whether 
to approve and release the product for 
distribution.

In order to accomplish this objective, 
every OLD should have a quality system in 
place ensuring compliance that includes:

• Participation in developing/access to 
finished product specifications.

• Contract manufacturer qualification pro-
gram (including on-site inspections).

• Access to, and ability to review, Master 
Manufacturing Records and Batch Produc-
tion Records.

• A clear description of Quality Unit 
Responsibilities.

• Quality Agreements with each con-
tract manufacturer setting out each party’s 
responsibilities under the GMP regulations. 
It is very important that these agreements 
include assignment responsibility for the 
generation of data to support any expira-
tion or best-by dates that will be placed 
on the product (Stability Program) as well 
as, mandating that each party will inform 
the other regarding FDA inspections and 
any resulting 483 List of Inspection Ob-
servations, Warning Letters or other type 
of agency communication as well as, the 
responses thereto.

• Protocols for handling of product com-
plaints, including adverse event reports

• Documentation of every change to 
internal GMPs and the reasons for any such 
change in a Change Control Document. 
GMPs are not expected to be, nor are they 
supposed to be, static.

After the ABH Recall
The underlying rational for FDA’s concept 
of shared responsibility for compliance is 
most easily understood in the context of the 
plight of companies caught up in the ABH 
fiasco.

First, however, the industry and the pub-
lic deserve an explanation from FDA as to 
how this situation could be allowed to fes-
ter for over seven years before the agency 
finally commenced legal action against ABH 
to force it to follow the GMP regulations. 
Allowing any regulated entity to operate 
out of compliance for this length of time is 

inexplicable. It is a disservice to the public 
that expects the products it consumes to 
be produced in accordance with the law, 
to be safe, to do what they promise to do 
and to contain exactly what they purport to 
contain. It is also a disservice to the larger 
part of industry that has put great effort and 
expense into implementing cGMPs to en-
sure that it produces high quality, beneficial 
products for consumers.

While there is little that industry can do 
about this apparent lack of vigilance by its 
regulator, there are three important steps 
that a wholehearted embrace of cGMPs 
by OLDs can take to minimize the risk of a 
repeat.

1. OLDs should have the master manu-
facturing records for their product(s), the 
batch production records, the records of 
what tests were performed on ingredients 
and when. To put it simply, an OLD should 
have the ability to review and easy access 
to the full suite of documents required to 
demonstrate GMP compliance.

2. OLDs must properly qualify every 
manufacturer they work with. Proper qual-
ification does not just stop with a carefully 
crafted written questionnaire; it should be 
followed by an on-site inspection conduct-
ed by a qualified employee or consultant.

3. OLDs must insist that their contract 

manufacturers use a detailed, well thought 
out quality agreement. This essentially 
serves as a roadmap of cGMP responsibil-
ities and a reminder that both the contract 
manufacturer and OLD share responsibility 
for ensuring that every supplement is made 
under a fulsome quality program.

4. OLDs should also monitor the FDA 
warning letters published every Tuesday 
morning on the agency’s website to ensure 
that there has not been something going 
on at their manufacturer partners that they 
should have been made aware of. Any OLD 
that does not have detailed knowledge of 
its manufacturers’ relevant interactions with 
FDA risks damage to its business.

Most critically, in the ABH situation, many 
OLDs caught up in the recall had not con-
ducted on-site audits at the company’s fa-
cilities, instead relying only on responses to 
written questionnaires. Given the nature of 
ABH’s ongoing GMP failures and the length 
of time they existed, on-site audits could 
very well have provided a vigilant OLD an 
alert to the trouble coming down the road. 
Persistent follow-up by an OLD that was 
aware of the 2012 warning letter could have 
revealed the deficiencies in ABH’s respons-
es well before the court-ordered recall and 
follow-up by OLDs with quality agreements 
requiring access to all FDA inspection 
related documents could have provided yet 
another red-flag warning that trouble was 
coming and the opportunity to avoid it.

Rather than viewing GMP obligations 
as a burden, OLDs should see them as 
an opportunity to tighten up their supply 
chain and ensure that they are providing 
their consumers with quality products. As 
FDA correctly notes: if your name is on 
the product label, you are the one telling 
consumers that it is safe and effective for 
their use. Rather than having to explain to 
customers why their products were listed 
on the ABH recall, and OLD fully embracing 
this approach would have had an excellent 
chance to avoid this entire mess. NIE

Legalities

Marc S. Ullman represents 
clients in matters relating 
to all aspects of Food 
and Drug Administration 
and Drug Enforcement 
Administration matters, 

regulatory issues, Federal Trade 
Commission proceedings and litiga-
tion. He practiced with one of New 
York’s leading white collar criminal 
defense firms for 10 years, where he 
represented clients in both federal 
and state prosecutions, as well as 
numerous related civil matters and 
other litigations.

He can be reached at  
marc.ullman@rivkin.com.
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deserve an explanation from 
FDA as to how this situation 

could be allowed to fester
for over seven years

before the agency finally 
commenced legal action 

against ABH to force it to 
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ith the number of cases of the 
coronavirus (COVID-19) grow-
ing by the day and a number 

of states enforcing “shelter-in-place” 
orders, natural product manufacturers 
and ingredient suppliers are adjusting 
their practices to meet the new realities 
of working during a pandemic.

Guidance from the Department of 
Homeland Security (DHS), and Presi-
dent Trump’s declaration that workers in 
critical infrastructure have a “special re-
sponsibility” to continue working—that 
includes health food stores and supple-
ment manufacturers. However, many 
companies have opted for non-essential 
staff to work remotely and have added 
extra safety precautions for employees 
that are required to be onsite.

“Firstly, we have shifted to remote 
work for as many of our non-manufac-
turing office staff as possible, and for 
those whose work is directly involved we 
created two teams, alternating between 
office-essential work and work that can 
be taken home, especially in redundant 
roles,” said KG Rao, CEO and president 
of DolCas Biotech (Landing, NJ). “We 
are keeping close contact at a minimum. 
Other precautionary measures we have 
taken include excluding visitors and 
minimizing interactions with delivery 
persons. We take forehead tempera-
tures and require hand sanitizer use for 
all persons who must enter the facilities 
daily, including staff. Further, we are 
sanitizing the warehouse and receiving 
area after every delivery.”

Shaheen Majeed, president world-
wide of Sabinsa (East Windsor, NJ) not-
ed that while the company’s manufactur-
ing standards already adhere to the U.S. 
Food and Drug Administration (FDA), 
FSMA (Food Safety Modernization 
Act) and other international regulatory 
bodies as part of cGMP (current good 
manufacturing practice) compliance, 
Sabinsa has reinforced the necessity of 
effective hand washing practices and 
good hygiene to all our corporate, R&D, 
warehouse and manufacturing facilities’ 
staff, worldwide.

The company has also installed 
additional hand washing facilities and 
implementation of increased sanita-
tion practices are in place as per WHO 
(World Health Organization) standards, 
and the latest release from FDA, com-
pounding with United States Pharmaco-

poeia (USP) grade ingredients. “We are 
well stocked with personal protective 
equipment and antibacterial products,” 
he said in an announcement to custom-
ers and colleagues.

Delays
As a number of manufacturers source 
ingredients from overseas, some have 
seen a delay in ship times, and others 
said they are using up their backstock 
faster than anticipated.

“We are trying our best to maintain 
business relationships and contacts,” 
said Dr. Shavon Jackson-Michel, DolCas 
Biotech’s director of medical & scientific 
affairs. “However—one of our major 
business partners is in Italy—which is 
being ravaged at this time. They are in 
South Italy, but at this point, the entire 
country is locked down. We continue 
to reach out to them to check-in and 
wish them well. So far, there haven’t 
been any manufacturing challenges, 
however, getting requested material to 
us has been slowed. This, unfortunately, 
echoes in India, as a shipment was just 
sidelined with new restrictions imposed 
by the prime minister on the movement 
of cargo by sea. In Morocco, where 
another one of our brands originates 
from, we have been told that their newly 
erected manufacturing building and 
high-performance machines, which were 
awaiting installation technicians from 
France where the machines were pur-
chased, has been halted due to travel 
bans. We were awaiting material from 
this new process facility, so, unfortunate-

ly, there will be some disruption with this 
ingredient.”

In a letter to customers, Wilson Lau, 
vice president of California-based 
Nuherbs, noted that cargo ships and air 
freight are nowhere near usual levels. 
And because of the delay in people 
returning to work and producing goods, 
container ships were leaving China near-
ly empty; trips have been canceled. “Air 
freight shipment is faster than cargo but 
is only a short-term solution because of 
the expense … The situation for sup-
plement manufacturers is made more 
daunting by the tariffs, which are still 25 
percent on dried herbs, and not a lot 
easier for items that were being tariffed 
at 15 percent and are now rolled back to 
7.5 percent.”

While Nuherbs said it has been able 
to fill most orders thus far, order vol-
umes are extremely high, like many oth-
er suppliers and manufacturers, which is 
causing delays in shipping.

“We are doing everything we possi-
bly can to safeguard the health of our 
associates and communities, while also 
ensuring our ability to honor commit-
ments made to pharmaceutical custom-
ers in terms of meeting their increased 
requirements,” said Sunil Jha, group 
chief human resource office for ACG in 
India, which also has an office in New 
Jersey.

“These are unprecedented times call-
ing for unprecedented measures,” he 
said, “and we promise to stand strong 
alongside all health care providers fight-
ing on the front lines of this pandemic.”

Natural Ingredient Suppliers and
Manufacturers Adjust to COVID-19 Fight

W
By Shari Barbanel
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B ased on guidance from the 
Department of Homeland Security 
(DHS), and President Trump’s 

declaration that workers in critical infra-
structure have a “special responsibil-
ity” to continue working, the Natural 
Products Association (NPA) said that its 
members including thousands of health 
food stores in Pennsylvania, California 
and Miami-Dade, FL whose elected 
officials have balked at this declaration, 
would remain open at the discretion of 
business operators in order to provide 
essential services during the COVID-19 
public health crisis.

“We have a responsibility to stay 
open and provide essential services, and 
that is exactly what we are going to do. 
Health food stores that provide nutri-
tional supplements and other health and 
wellness products will remain open at 
the discretion of business owners,” said 
Daniel Fabricant, PhD, president and 
CEO of NPA. “Local businesses are an 
essential resource for Americans in times 
like these, especially people at risk, who 
need access to neighborhood stores. 

Communities need these stores open 
and we are asking lawmakers to lift any 
order as it relates to health food stores.”

States and territories have ordered 
the closure of most businesses for an 
indefinite period except for supermar-
kets, pharmacies, restaurants offering 
carryout or delivery, medical equipment 
stores, gas stations, banks and liquor 
stores. DHS guidance relevant to health 
food stores and the nutritional supple-
ment supply chain includes:

Food and Agriculture
• Workers supporting groceries, phar-

macies and other retail that sells food 
and beverage products.

• Food manufacturer employees and 
their supplier employees—to include 
those employed in food processing 
(packers, meat processing, cheese 
plants, milk plants, produce, etc.) facili-
ties; livestock, poultry, seafood slaughter 
facilities; pet and animal feed pro-
cessing facilities; human food facilities 
producing by-products for animal food; 
beverage production facilities; and the 

production of food packaging.
• Employees and firms supporting 

food, feed and beverage distribution, 
including warehouse workers, ven-
dor-managed inventory controllers and 
blockchain managers.

• Workers in food testing labs in 
private industries and in institutions of 
higher education.

• Employees of companies engaged 
in the production of chemicals, med-
icines, vaccines and other substances 
used by the food and agriculture in-
dustry, including pesticides, herbicides, 
fertilizers, minerals, enrichments and 
other agricultural production aids.

Critical Manufacturing
• Workers necessary for the manufac-

turing of materials and products needed 
for medical supply chains, transpor-
tation, energy, communications, food 
and agriculture, chemical manufactur-
ing, nuclear facilities, the operation of 
dams, water and wastewater treatment, 
emergency services and the defense 
industrial base.

NPA: DHS Declares Health Food Stores and
Supplement Manufacturers Essential Service

I n a letter to Vice President Mike 
Pence, the Natural Products 
Association (NPA) has offered to 

assist with the production and distribu-
tion of medical supplies and products 
during the COVID-19 crisis.

“Our manufacturers and distributors 
have the appropriate FDA (U.S. Food 
and Drug Administration), DEA (Drug 
Enforcement Agency) and state and lo-
cal inspection requirements to produce 

not only dietary supplements, but also 
drugs and other FDA regulated com-
modities,” said Daniel Fabricant, PhD, 
president and CEO of NPA. “Whether 
we are producing dietary supplements, 

foods or drugs, we are doing so meet-
ing and exceeding all required quality 
requirements, which is of the utmost 
importance in this time of need.

“We stand ready to assist with any un-
certainty related to this capacity as the 
administration responds to this crisis.” 

For more information, visit  
www.npanational.org/wp-content/up-
loads/2020/03/Letter-to-VP-Pence-De-
fense-Production-Act.pdf.

T he Council for Responsible 
Nutrition (CRN) has developed a 
resource page centered around 

COVID-19: www.crnusa.org/COVID-19.
One of the resources includes a 

COVID-19 FAQ sheet developed by 
CRN for industry and consumers to 
answer common questions surround-
ing the virus and dietary supplement 

products. CRN said it will 
continue to keep it updat-
ed as information changes 
and more outside resources 
become available.

The trade association will 
also keep the resource page 
updated to include all of its recent activ-
ity surrounding the crisis including press 

releases, letters, white papers, meet-
ing reports and updates from outside 
sources.

NPA Offers to Assist With Production
and Distribution of Medical Supplies

CRN Offers Resource Page on COVID-19

IndustryNews
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New York Bill Prohibits the Sale of
Popular Nutritional Supplements

The Natural Products Association 
(NPA) is calling for the New York 
state legislature to reject a pro-

posal that would prohibit the sale of 
popular nutritional supplements like 
protein powder. NPA has led success-
ful efforts to block similar proposals in 
Massachusetts and Illinois.

“Prohibition of popular consumer 
products almost never works. Prohib-
iting the sale of products by licensed 
retailers in New York will only make 
consumers more vulnerable to fly-
by-night outfits selling fake products 
and illegal drugs masquerading as 
supplements. Now is not the time to 
introduce proposals that harm brick 
and mortar retailers, especially small 
businesses. We urge the legislature to 
reject this dangerous proposal,” said 

Daniel Fabricant, PhD, president and 
CEO of NPA.

This legislation targets lipotropics, 
which are found in healthy and  
recommended foods, including lean  
cuts of beef, chicken, turkey and 
fish, thermogens, which are found 
in products containing caffeine, and 
muscle-building supplements such  
as amino acids and vitamin D. The 
bill’s sponsors claim that the legis-
lation is necessary because of an 
association between dietary supple-
ments and eating disorders, yet no 
such association has been proven 
by a review of the most authoritative 
publicly available data. In fact, NPA’s 
professional staff was so interested in 
the allegation that it filed a Freedom 
of Information Act (FOIA) request  

with the U.S. Food and Drug Adminis-
tration (FDA) to determine if any  
such association existed; it found no 
adverse events or reporting associ-
ated with dietary supplements and 
eating disorders. There was no linkage 
whatsoever, according to the associ-
ation.

The proposal was introduced and 
referred to the New York Assembly’s 
Consumer Affairs and Protection Com-
mittee on March 12, and a hearing has 
yet to be scheduled. NPA launched 
a new grassroots campaign urging 
its thousands of members to contact 
New York lawmakers and ask them to 
reject this  proposal.

For more information, visit  
www.votervoice.net/NPA/Cam-
paigns/72501/Respond.

T he U.S. Food and Drug 
Administration (FDA) and the 
Federal Trade Commission (FTC) 

issued warning letters to seven com-
panies for selling fraudulent COVID-19 
products. These products are unap-
proved drugs that pose significant risks 
to patient health and violate federal 
law. The FDA and FTC are taking this 
action as part of their response in pro-
tecting Americans during the global 
COVID-19 outbreak. The warning let-
ters are the first to be issued by the 
FDA for unapproved products intended 
to prevent or treat “Novel Coronavirus 
Disease 2019” (COVID-19).

“The FDA considers the sale and  
promotion of fraudulent COVID-19 
products to be a threat to the public 
health. We have an aggressive surveil-
lance program that routinely monitors 
online sources for health fraud prod-
ucts, especially during a significant 
public health issue such as this one,” 
said FDA Commissioner Stephen M. 
Hahn, MD. “We understand consum-
ers are concerned about the spread 
of COVID-19 and urge them to talk 
to their health care providers, as well 
as follow advice from other federal 
agencies about how to prevent the 

spread of this illness. We will continue 
to aggressively pursue those that place 
the public health at risk and hold bad 
actors accountable.”

“There already is a high level of anxi-
ety over the potential spread of corona-
virus,” said FTC Chairman Joe Simons. 
“What we don’t need in this situation 
are companies preying on consumers 
by promoting products with fraudulent 
prevention and treatment claims. These 
warning letters are just the first step. 
We’re prepared to take enforcement 
actions against companies that continue 
to market this type of scam.”

The FDA is particularly concerned 
that products that claim to cure, treat or 
prevent serious diseases like COVID-19 
may cause consumers to delay or stop 

appropriate medical treatment, leading 
to serious and life-threatening harm.

The FDA and FTC jointly issued warn-
ing letters to Vital Silver, Quinessence 
Aromatherapy Ltd., Xephyr, LLC doing 
business as N-Ergetics, GuruNanda, 
LLC, Vivify Holistic Clinic, Herbal Amy 
LLC and The Jim Bakker Show. The 
products cited in these warning letters 
are teas, essential oils, tinctures and 
colloidal silver. The FDA has previously 
warned that colloidal silver is not safe 
or effective for treating any disease or 
condition. The FDA and FTC requested 
companies respond in 48 hours describ-
ing the specific steps they have taken to 
correct the violations. Companies that 
sell products that fraudulently claim to 
prevent, treat or cure COVID-19 may 
be subject to legal action, including but 
not limited to seizure or injunction.

The FDA encourages health care 
professionals and consumers to report 
adverse events or quality problems 
experienced with the use of COVID-19 
products to the FDA’s MedWatch Ad-
verse Event Reporting program.

For more information, visit  
www.fda.gov/safety/medwatch-fda-safe-
ty-information-and-adverse-event-re-
porting-program.

FDA and FTC Warn Companies
Selling Fraudulent Products Claiming to Treat COVID-19
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O n March 10, the U.S. Food and 
Drug Administration (FDA) 
announced that it will reopen the 

comment period for last year’s CBD 
hearing. The original comment period, 
which collected nearly 4,500 comments 
from public health experts, the natu-
ral products 
industry and 
the gener-
al public, 
ended last 
July and will 
remain open 
indefinitely, according to the FDA. The 
hearing was meant to obtain scientific 
data and information about the safety, 
manufacturing, product quality, market-
ing, labeling and sale of products con-
taining cannabis or cannabis-derived 
compounds.

“This is a huge and surprising step 
backwards. Reopening the comment 
period will do nothing to protect public 
health when the FDA is already sitting 
on a ticking time bomb. The longer 
FDA waits, the greater risk we have 
of seeing another public health crisis. 
If the FDA wants to do something 
constructive then it can get to work on 
setting a safe level of daily consumption 
for CBD,” said Daniel Fabricant, PhD, 
president and CEO of the Natural Prod-
ucts Association.

FDA Delays Action
on CBD K erry (Ireland) has 

announced that it has 
expanded its non-al-

lergenic and organic plant 
protein capability by acquiring 
Pevesa Biotech. The acquisi-
tion enhances Kerry’s leader-
ship position in the hydrolyzed 
plant protein space for spe-
cialized nutrition, and expands 
the company’s capacity to 
serve the rapidly growing, high-quality, 
organic plant protein market.

Based in Spain, Pevesa Biotech is 
a well-established global leader in 
non-allergenic, non-GMO (genetically 
modified organism) plant proteins for 
the infant, general and clinical nutrition 
markets. The company offers a range 
of high-quality plant proteins, includ-
ing organic pea and rice protein and 
protein hydrolysates and is a European 
leader in non-allergenic plant proteins 
for infant nutrition. Pevesa has also 
developed a range of organic and 
standard biofertilizers for fruit, olive and 
specialist garden growers, and has had 
a strong corporate focus for many years 
on developing sustainable solutions to 
important nutrition, health, biowaste 
and agricultural challenges.

“Kerry is extremely pleased to bring 
the global expertise of Pevesa into our 
leading plant protein portfolio,” said 
John Reilly, Kerry’s vice president of 
business development, proteins. “Kerry 

was attracted to Pevesa because of its 
expertise, innovation, high-quality man-
ufacturing leadership, and patented 
technology in the non-allergenic plant 
protein market. This will be a good fit 
with Kerry’s growing plant protein prod-
uct portfolio, and Pevesa’s customers 
will benefit from the synergy between 
its market-leading technology and Ker-
ry’s protein processing expertise.”

As consumers reduce their consump-
tion of dairy and soya proteins (for 
allergy, health, sustainability or animal 
welfare reasons), rice and pea protein 
have become two of the fastest-grow-
ing plant protein segments globally, 
according to Kerry. The global plant 
proteins ingredient market is projected 
to grow at 6.6 percent per annum from 
2018 to 2023; the organic rice protein 
market was estimated at $42 million 
in 2018; while the organic pea protein 
market was valued at $11 million in 
2018.

For more information, visit  
www.kerry.com or www.pevesa.com.

Kerry Acquires Pevesa

G C Rieber Oils, a Norwegian pro-
ducer of marine-derived omega-
3 concentrates, announced its 

partnership with New York-based 
Barrington Nutritionals, distributor of a 
diverse portfolio of nutraceutical ingre-
dients, to sell its VivoMega omega-3 
fish oils to the U.S. and Mexico mar-
kets.

“We chose to partner with Bar-
rington Nutritionals because of their 
reputation for excellent service, 
multiple warehouse locations and 
logistical expertise,” said Jan Roger 
Bjerkestrand, CEO of GC Rieber Oils. 
“Adding Barrington’s marketing and 
sales support was the next step to 
grow our business in both the U.S. 
and Mexico regions. This partnership 
will help us fulfill our vision to deliver 

quality concentrates for 
omega-3 solutions across 
the world.”

GC Rieber Oils said it 
utilizes state-of-the-art 
production equipment to 
produce potent, stable 
and pure omega-3 con-
centrates in the supple-
ments market. It recently 
expanded its production 
capacity by 60 percent, 
including the addition of 
a new industry-leading 
concentration production 
facility to deliver high DHA and EPA 
fish oils, up to 800 mg/g. In addition to 
being a leader in omega-3 production, 
GC Rieber is also setting the bench-
mark for quality standards globally.

“Barrington Nutrition-
als is thrilled to bring 
high-purity and high con-
centrate VivoMega fish 
oils to our customers in 
the U.S. and Mexico mar-
kets,” said Stu Gelbard, 
president of Barrington 
Nutritionals. “We look for 
unique leadership posi-
tions when choosing our 
manufacturer partners 
and GC Rieber Oils is a 
global leader in quality, 
innovation, sustainability 

and reliability with its massive crude 
fish oil tank farm inventory.”

For more information, visit  
www.gcrieber-oils.com or  
www.barringtonnutritionals.com.

GC Rieber Oils Announces Distribution Partnership
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M onteloeder, a global provider 
of botanical ingredients and 
personalized nutrition solu-

tions with its headquarters in Spain, 
has made a significant investment 
in expanding its presence in North 
America. The company has established 
U.S. business and warehouse opera-
tions, launched a U.S. website, achieved 
industry certifications and established 

distribution partnerships in the region.
“We have seen a very high demand 

for personalized nutrition solutions in 
the U.S. and Canada, and are in a great 
position for bringing our personal-
ized, high-value, lifestyle performance 
ingredients to this market,” said Marcos, 
regional director of business develop-
ment-USA at Monteloeder. “Having 
a direct presence in the region will 

enable us to more effectively partner 
with brands that want to bring real 
innovation to the industry with robust, 
trusted products and consumer focused 
personalization solutions. Our quality 
ingredients and digital solutions are 
helping brands scale and leverage new 
opportunities in this market.”

For more information, visit  
www.monteloederusa.com.

Monteloeder Opens U.S. Office, Expands North American Presence

N on-GMO (genetically modified 
organism) seed-breeding spe-
cialist Equinom, Ltd. (Israel), is 

expanding and operations. The com-
pany will open offices in the U.S. to 
serve the North American market. This 
move will accelerate the company’s 
penetration into the global food mar-
ket and bring it closer to key farming 
communities and grain handlers, as 
well as to food and food ingredient 
companies.

Equinom said its business 
model directly connects 
food companies to the 
supply chain, in turn bring-
ing increased transparency 
and paving the way for 
more responsible sourcing 
of high-value plant protein. 
Since Equinom supports 
agronomists, trades with 
grain handlers, and partners with food 

companies in North America, a local 
U.S. operation is a natural evolution to 
ensure its growth and support for all 
the members in the supply chain.

Rick Mignella has joined the com-
pany as executive vice president and 
managing director to lead the U.S. 
team and focus on scaling up business 
and expanding Equinom’s presence 
and reach within the North America 
market. Before joining Equinom, Mi-
gnella held several strategic business 

development positions for 
global food and ingredient 
companies, including Ingredi-
on and Cargill.

Equinom’s non-GMO 
technology shapes the future 
of plant-based landscape by 
designing smarter seeds via 
fast-track, proprietary tech-
nology with breeding meth-

odology that utilizes natural genetic 

variation in plants.
“This exciting move to new shores 

marks the next phase of growth for 
Equinom,” said Gil Shalev, CEO and 
founder of Equinom. “We are delight-
ed to welcome Rick to Equinom and 
are confident that his know-how and 
vast industry experience will take this 
rapidly growing company smoothly to 
the next level of expansion.”

For more information, visit  
www.equi-nom.com.

A rtemis International (Fort  
Wayne, IN) has signed a distri- 
bution agreement for the U.S. 

with Fruit d’Or (Villeroy, QC, Canada). 
Under the terms of the agreement, 
Artemis will be the preferred U.S. dis-
tributor for Fruit d’Or’s line of organic 
and conventional cranberry and blue-
berry ingredients for nutraceutical 
applications for both animals and 
humans.

“Connecting our business with 
consistently high-quality cranberry and 
blueberry production has been quite 
a challenge,” said Leslie Gallo, presi-
dent of Artemis International, in a press 
release. “Fruit d’Or shares our vision 

for unrivaled ingredients and is equally 
committed to innovation and excel-
lence. This partnership is a natural next 
step to ensure the continued quality 
of our highly regarded Berryceutical 

ingredient line.”
“At Fruit d’Or, we are cultivating 

what’s real,” added Jean Leclerc, the 
director of sales and business dev- 
elopment for the nutraceutical and 
co-products division of Fruit d’Or, in  
a press release. “So being closely  
associated to Artemis International, 
having not only a full understanding  
of the industry but also a deep respect 
for the people they are working with, 
leads us to believe that they will help  
us to cultivate also what’s real within 
U.S.”

For more information, visit  
www.artemis-international.com or 
https://fruitdor.ca/en/.

Equinom Expands to the U.S.

Artemis International Signs U.S. Distribution Agreement With Fruit d’Or

Rick Mignella
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Comet Bio (Schaumburg, IL) has 
announced it has been selected by 
Anheuser- Busch InBev (AB InBev), 

the world’s largest brewer, to join its 
100+ Accelerator to pilot technology on 
brewers’ grain.

Through the 100+ Accelerator, AB 
InBev partners with companies who can 
deliver breakthrough advancements 
in sustainability. The 100+ Accelerator 
builds off of AB InBev’s 2025 Sustain-
ability Goals, with six challenges around 
smart agriculture, water stewardship, 
circular economy and climate action.

“We received over 1,200 submissions 
from around the globe across all six 
challenges. After a rigorous review, 17 
start-ups have been selected to join the 

second 100+ Accelerator cohort,” 
said Maisie Devine, global direc-
tor, sustainability investments & 
accelerator. “The future starts to-
day by collaborating with visionary 
companies like Comet Bio.”

Comet Bio has developed a 
novel process to extract nutrition 
from food system waste. It produc-
es healthy ingredients such as Arrabina 
prebiotic dietary fiber from upcycled 
crop leftovers. Its technology integrates 
seamlessly with traditional food produc-
tion systems, making it a truly sustain-
able process.

“We are excited to partner with AB 
InBev to pilot their saved grains in our 
process. AB InBev’s Waste to Wellbeing 

Challenge aligns perfectly with Comet’s 
core capability of extracting nutrition 
from food system waste,” said Richard 
Troyer, CEO of Comet Bio.

The selected 17 applicants will receive 
support, mentors and funds so the 
company can incubate, experiment and 
amplify their solutions at scale.
For more information, visit  
http://comet-bio.com/.

Anheuser-Busch InBev Partners With Comet Bio

S tratum Nutrition (Carthage, MO) has announced that the 
company has entered into a distribution agreement with Ohio-
based 3i Solutions, a leader in dispersion technology. This 

alliance adds strategic value for both companies within the dietary 
supplement marketplace.

“Having worked together in the past, we are proud to partner with 
Stratum Nutrition in this new relationship,” said Charles Brain, CEO 
of 3i Solutions. “We are looking forward to expanding the use of 3i 
technologies by providing solutions to unmet consumer needs in the 
dietary supplement space.”

The VitaSperse and VitaDry technologies developed by 3i will 
allow Stratum customers to create unique formulations that help con-
sumers take their health-boosting ingredients with them on-the-go, 
no pill box required, the company stated. This partnership allows for 
Stratum to begin offering new, water-dispersible forms of ingredients 
at efficacious doses to customers.

“We are excited to work with 3i to bring their technology to the 
dietary supplement market,” noted Micah Osborne, president of 
Stratum Nutrition. “3i technology allows us to add ready-to-drink 
delivery options to our growing list of branded ingredients.”

For more information, visit www.stratumnutrition.com.

N ellson (Anaheim, CA), a North American 
manufacturer of branded and private label 
nutritional bar and functional powder solu-

tions, recently launched a refreshed website.
“We are excited to provide users with a 

smoother experience on our new website,” 
said Bart Child, senior vice president commer-
cial development of Nellson. “We now feature 
several new videos which provide a behind the 
scenes look at our facilities and our team at 
work. Our updated site has a clean, modern look 
with larger visuals for improved readability. Its 
unique functionality allows users to quickly see 
key takeaways and uses motion and scrolling 
for an all-around improved user experience. We 
also improved our global user experience as 
the website uses a desktop screen resolution for 
compatibility in any region.”

For more information, visit www.nellsonllc.com.

Stratum Nutrition Enters Distribution 
Agreement with 3i Solutions

Nellson, LLC Launches
Updated Website

Lonza (Basel, Switzerland) 
has announced the appoint-
ment of Caroline Barth 
as the new chief human 
resources officer (CHRO) for 
Lonza Group. Barth will also 
serve on the Lonza Group 
Executive Committee.

You’re
Hired
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new animal study suggests affronEYE saffron could 
help prevent the onset of glaucoma. The antioxidant 
and anti-infl ammatory characteristics of this saffron 

extract, developed by Spain-based Pharmactive Biotech 
Products, S.L., demonstrated an ability to protect retinal 
cells from damage and death, and reduce intraocular 
hypertension—a key aspect of glaucoma development.

The study, published in the International Journal of 
Molecular Sciences in August 2019, was led by Jose Fer-
nandez-Albarral, PhD, of the Complutense University of 
Madrid, and demonstrated the neuroprotective and anti-in-
fl ammatory effects of Pharmactive’s proprietary hydrophilic 
saffron extract (standardized to 3 percent crocin content) in 
a mouse model of unilateral, laser-induced ocular hyperten-
sion (OHT).

Subjects were comprised of two groups of glaucoma-in-
duced male Swiss albino mice. One group received a single 
oral daily dose of affronEYE over a period of seven days; 
the other group served as a control.

After treatment with AffronEYE, the number of living 
retinal ganglion cells in the treated group was signifi cantly 
higher in comparison to the non-treated group. The treated 
group maintained healthy eye levels by the end of the 
intervention. Protein biomarkers of infl ammation were also 
reduced.

For more information, visit www.pharmactive.eu.

C alifornia-based 
Gencor announced 
it has received 

four approved Canadian 
health claims from Health 
Canada on its standard-
ized fenugreek extract, 
Libifem. These health 
claims are based on scientifi c and clinical data supporting 
each benefi t. Products in Canada can now claim the fol-
lowing: Helps to increase women’s sexual desire; Helps 
support women’s healthy sex drive and libido; Helps pro-
mote women’s sexual arousal; and May help reduce meno-
pausal symptoms such as hot fl ashes and night sweats.

According to the company, Libifem has numerous clinical 
trials backing its effi cacy and continues to be a top-selling 
ingredient for Gencor. Libifem has obtained GRAS (gener-
ally recognized as safe) status and is a standardized extract 
of fenugreek that contains furostanol and steroidal sapo-
nins. It is a patented, single herb extract that can easily 
be incorporated into a variety of applications, including 
powders, tablets, soft gels and capsules. Libifem is part of 
Gencor’s portfolio of healthy ingredients for women, each 
of which are backed by scientifi c studies and based on the 
various stages of a woman’s life.

For more information, visit www.gencorpacifi c.com.

IngredientNews
affronEYE Saffron Extract
May Lower Risk of Glaucoma

Gencor Secures Canadian 
Health Claims Approval for
Libifem recent publication of Clement 

et al. (published in Human 
Reproduction) has recommend-

ed that couples with a long history 
of infertility should be analyzed for 
MTHFR (methylenetetrahydrofolate 
reductase) polymorphism and homo-
cysteine. The group tested blood Hcy 
levels before and after treatment with 
Quatrefolic (by Italy-based Gnosis S.p.A) to control the effi -
cacy of the treatment before starting Assisted Reproductive 
Technology (ART) attempts.

The volunteers, treated for at least three months with 
5-MTHF glucosamine salt (Quatrefolic) at a dose of 600 µg per 
day (Impryl Parthenogen, or Tetrafolic Nurilia, complement-
ed with B components and zinc)—had a history of repeated 
miscarriages (>3) or were facing infertility for >3 years, and had 
at least 3 ART failures been tested for MTHFR polymorphism 
(C677 T).

In the 89 couples included—50 were heterozygous for the 
MTHFR polymorphism, 39 homozygous and 72 wild-type. 
Quatrefolic reduced rapidly the Hcy level of 42.7 percent in 
homozygous and 20.1 percent in heterozygous subjects, with 
no signifi cant difference (p = 0.12) between the normalized 
homocysteine (Hcy) level of homozygous and heterozygous 
(10.5 mmol/L vs. 9.8 mmol/L).

For more information, visit www.gnosis-bio.com.

Normalizing 
Hyperhomocysteinemia

Lycored Boosts Digital Resources
to Spread the Word About Lycopene

N ew Jersey-based 
Lycored has 
launched two new 

digital initiatives to raise 
awareness of its ingredi-
ent, lycopene.

The company over-
hauled the “Lycope-
dia”—its interactive hub 
that brings to life the 
benefi ts of lycopene at 
different stages of life.

New features on the 
Lycopedia include:

• a page demonstrat-
ing the role of lycopene 
in skin health

• a synergy-focused module explaining how lycopene works 
in partnership with phytonutrients like lutein and beta-carotene

• new information about the synergy between lycopene and 
tocopherol, and their role in supporting prostate health

• a section showcasing recent research on the benefi ts of 
tomato phytonutrients for healthy cholesterol levels

• details of how lycopene can support bone health in 
post-menopausal women.

For more information, visit www.lycored.com/lycopedia.
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I ndia-based Arjuna Natural Pvt, 
Ltd. introduced a range of certifi ed 
organic turmeric extracts, including 

clinically studied, bioavailable BCM-95 
(Curcugreen). In addition to BCM-95 
and Turmeric Extract 95 percent, the 

line of products will include Arjuna’s 
full range of water-dispersible, oil-dis-
persible and customizable turmeric 
extracts.

Organic certifi cation is granted by the 
National Programme for Organic Pro-

duction (NPOP) and National Organic 
Program (NOP), as well as the organic 
standard equivalent with EC834/2007 & 
889/2008 for E.U. certifi cation.

For more information, visit 
www.arjunanatural.com.

C alifornia-based ChromaDex Corp. 
launched its fl agship cellular 
health supplement Tru Niagen 

(nicotinamide riboside) as a supplement 
offering in Nestlé Health Science’s 
(NHSc) personalized nutrition service, 
Persona Nutrition. Persona is a person-
alized nutrition program that provides 

an online health assessment, a doc-
tor-recommended vitamin routine and 
monthly home delivery service.

There is an increasing amount of nu-
trition science available supporting the 
importance of maintaining the body’s 
NAD (nicotinamide adenine dinucleo-
tide), a coenzyme important for cellular 

health, exercise, sleeping soundly and 
turning the food we eat into energy. 
ChromaDex’s patented Tru Niagen is 
clinically proven to increase NAD 
levels.

For more information, visit 
www.truniagen.com or 
www.personanutrition.com.

Arjuna Introduces Certifi ed Organic Turmeric Extracts

ChromaDex Partners With Persona Nutrition

S cientists at the Massachusetts 
Institute of Technology (MIT), 
Brandeis University (Massachusetts) 

and the Malaysian Palm Oil Board may 
have serendipitously found another clue 
on how gut health affects the brain. While 
evaluating the effect of palm fruit bioac-
tive complex (PFBc, by Massachusetts-
based Phenolaeis) on diabetes-associ-
ated neurodegenerative diseases such 
as Alzheimer’s disease and Parkinson’s 
disease, these scholars found evidence 
that PFBc may improve the production of 
certain neurotransmitters responsible for 
supporting the brain against degenerative 
diseases such as Parkinson’s disease.

PFBc is produced by capturing func-
tional nutrients from the water stream 
generated during palm oil production and 
contains at least fi ve unique polyphenols 
plus protein, fi ber and carbohydrates.

In a study published in Scientifi c 
Reports, the research team evaluated 
the impact of PFBc on diabetes-related 
neurodegenerative diseases. Nile rats 
were used in this study because when 
their normal fi ber-rich diet is replaced with 
regular mouse chow, they readily develop 
insulin resistance and type 2 diabetes in a 
matter of weeks. Previous research found 
that adding PFBc to their diet reduces the 
incidence and progression of diabetes.

For more information, visit 
www.phenolaeis.com.

Researchers
Studying the Effect
of PFBc on Type 2
Diabetes Make a
Surprising Discovery I ngredients by Nature (IBN), a 

California-based supplier of sci-
ence-backed citrus-derived fl avo-

noids and ingredients, has announced 
approval by the USPTO (U.S. Patent and 
Trademark Offi ce) of a patent for IBN’s 
use of eriocitrin in its ingredient formu-
lations, such as in Eriomin.

The eriocitrin patent claim is stated 
as “a method of reducing blood glu-
cose levels in a human subject in need 
thereof, comprising administering to 
the subject a composition comprising 

100-200 mg eriocitrin once per day.” It 
will be offi cially issued in two to three 
months and published with its accompa-
nying patent number.

For more information, visit 
www.eriomin.com.

IBN Receives Patent Approval for Eriocitrin 
Use in Blood Glucose Formulations

C alifornia-based Farlong 
Pharmaceutical, a vertically 
integrated, plant-based ingre-

dient and supplement company, 
released clinical trial results from a 
randomized, placebo-controlled, 
double-blind, parallel study on 100 
healthy adults to determine the effect 
of Farlong NotoGinseng (Farlong 
Ginseng Plus Panax notoginseng 
extract) on cholesterol and blood 
pressure, conducted December 2016 
through June 2019.

The fi ndings of this study demon-
strate that Farlong NotoGinseng 
(Farlong Ginseng Plus Panax Notogin-

seng extract) supplementation is well 
tolerated and has a positive infl uence 
on reducing the risk of cardiovascular 
disease by decreasing blood pres-
sure and selectively increasing HDL 
(high-density lipoprotein) cholesterol.

For more information, visit 
www.farlong.com.

Farlong Pharmaceutical Completes
3-Year Clinical Trial to Determine Effect
of Farlong NotoGinseng
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Researchers studying the effects 
of nutritional supplements on 
skin health have further confir-

mation that OptiMSM reduces visible 
signs of skin aging. According to a 
recent 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—Washington-based 
Bergstrom Nutrition’s branded methyl-
sulfonylmethane (MSM)—reduced visi-
ble signs of skin aging.

The study is titled “Beauty From With-
in: Oral Administration of a Sulfur-Con-
taining Supplement Methylsulfonylmeth-

ane Improves Signs of Skin Ageing.”
Every year, people around the world 

spend billions of dollars on products, 
many of which are topical solutions like 
moisturizers, to improve skin health. 
As a result of her findings, the study’s 
co-author, Neelam Muizzuddin, PhD, 
now believes that orally ingested sup-
plements are superior to other forms of 
skin care.

“This research was very fascinating to 
me because the bulk of my experience 
has been in topical skin care solutions,” 
said Muizzuddin. “Examining the 
‘beauty-from-within’ approach has me 
converted to believing it is a better way 

of improving beauty because it helps 
improve the whole body. You fall short 
by focusing on topicals, as they only 
address the skin.”

For more information, visit  
www.optimsm.com.

U .K.-based Sibelius Natural Products 
announced that its branded ingre-
dient Sibelius: Sage is now avail-

able in a milled format for an extended 
application profile.

Sibelius: Sage is a clinically validated 
dried sage (Salvia officinalis) extract spe-

cifically developed to enhance memory 
and alertness, and maintain cognitive 
health. A published study demonstrat-
ed its ability to significantly improve 
cognitive performance within one hour 
of treatment, including improvement of 
secondary memory, accuracy and speed 

of attention. The newly introduced milled 
format of Sibelius: Sage is delivered in 
smaller particles for increased dispersion. 
The ingredient is also available as a raw 
extract or formulated product.

For more information, visit  
www.sibeliusnaturalproducts.com.

Study Finds OptiMSM Reduces Visual Signs of Skin Aging,
Even in Low Doses

Sibelius Natural Products Adds New Format of Sibelius: Sage

IngredientNews

Delaware-based DuPont Nutrition & Biosciences (DuPont) recently 
published the results of its safety assessment on the biotech-
nologically produced 3-Fucolsyllactose (3-FL) HMO. 3-FL is one 

of over 130 HMOs currently identified in human milk. These complex 
carbohydrates are indigestible and therefore function as a prebiotic 
by promoting early microbial colonization of the gut. This, in turn, 
provides benefits related to immunity, digestion and potentially cog-
nitive health—benefits that begin in infancy but have a lifelong impact 
on human health.

To investigate safety of this new ingredient for early life nutrition, 
3-FL was produced by fermentation and then assessed for acute 
oral toxicity, in vitro and in vivo of genetic toxicity, and included a 
sub-chronic rodent feeding study. These are standardized testing pro-
tocols for all new ingredients.

The results showed that sub-chronic dietary exposure of rats to 
3-FL did not produce any statistical or biologically relevant differences 
in growth, food intake or efficiency, clinical observations, or clinical 
or anatomic pathology changes. The weight of evidence from these 
studies support the safe use of 3-FL produced using biotechnology as 
a nutritional ingredient in foods and dietary supplements.

For more information, visit www.dupontnutritionandbiosciences.com 
or www.biosciences.dupont.com.

Results of a new clinical study show that 
Bergacyn, a patented, clean-label botanical 
extract blend for digestive and metabolic 

support, has beneficial effects in reducing liver ste-
atosis (excessive fat in the liver), inflammation and 
oxidative stress in type 2 diabetes, via the Journal 
of Traditional and Complementary Medicine. 
Bergacyn is marketed in the U.S. by New Jersey-
based DolCas Biotech, LLC.

Results of the 16-week, randomized, dou-
ble-blind, placebo-controlled study, conducted 
by Musolino, Gliozzi, Bombardelli, et alia, were 
published in February in The Journal of Traditional 
and Complementary Medicine. For the study, 80 
subjects were divided into four treatment sub-
groups: placebo; 600 mg Bergacyn, 600 mg of a 
stand-alone bergamot extract blend, and an equiv-
alently dosed cynara extract blend. The trial result-
ed in statistically significant changes of all tested 
non-alcoholic fatty liver disease (NAFLD)-related 
parameters for the Bergacyn group, as compared to 
placebo (p<0.05).

For more information, visit  
www.dolcas-biotech.com.

Research Demonstrates Safety
of 3-Fucosyllactose (3-FL)
as a Nutritional Ingredient

Clinical Study Supports 
Bergacyn for Liver and
Vascular Health
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new study published in the 
journal, Ingredients, has 
reported the effectiveness of 

treatment with high dietary agmatine 
supplementation (administered as 
G-Agmatine brand) in mitigating pain-
ful symptoms in neuropathies asso-
ciated with small fiber neuropathy, 
an affliction estimated to affect more 
than 10 million people in the United 
States alone.

Small fiber neuropathy (SFN) is 
triggered by damage of small diam-
eter somatic nerve fibers, which carry 
pain and temperature information, 
and small autonomic fibers involved 
in regulating sympathetic and para-
sympathetic nervous system functions 
(e.g., cardiovascular and sweat func-
tions). SFN is associated with many 

different types of neuropathy including 
metabolic, autoimmune, inflammatory, 
infectious and toxic etiologies, as well 
as with fibromyalgia. One of the most 
common causes of metabolic periph-
eral neuropathy associated with SFN 
is diabetes mellitus. SFN is a complex 
condition, resistant to treatment with 
conventional medications. Currently, 
the first line treatment for neuropathic 
pain consists of anticonvulsants (such 
as Lyrica and Neurontin) and antide-
pressant drugs. However, only about 
50 percent pain relief is achieved in 
less than half of the patients treated 
with these agents, and many discon-
tinue treatment due to serious side 
effects. But a team of clinical scientists 
from JFK Neuroscience Institute, JFK 
Medical Center in New Jersey, led by 

Michael L. Rosenberg in collabora-
tion with Research, Gilad&Gilad LLC 
(Henderson, NV), have now found that 
supplementation with dietary agmat-
ine has a significant effect in reducing 
neuropathic pain intensity associated 
with painful SFN resistant to treatment 
with conventional neuropathic pain 
medications.

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

Agmatine (as G-Agmatine) Effectiveness
in Painful Small Fiber Neuropathy

n Australian clinical study has 
revealed that an extract from the 
seaweed Undaria pinnatifida influ-

ences more than 30 different biological 
pathways and processes.

The placebo-controlled, double-blind 
pilot study demonstrated that the 
polysaccharide fucoidan, derived from 
brown macroalgae, affects microRNA 
composition in the plasma of healthy 
individuals. The results support the 
known inhibitory effects of fucoidan in 
inflammation, cancer and neurological 
disorders.

MicroRNAs are widely studied as 
biomarkers over a wide range of health 
indications including cancer, cardiovas-
cular disease, obesity and inflammation. 
They are small RNA molecules known 

to regulate gene expression. In some 
cases, a direct pathological function 
has been established, providing the 
opportunity to utilize them as therapeu-
tic targets.

Results of the study demonstrated 
that fucoidan can alter regulatory mi-
croRNA in healthy individuals. Further-

more, they showed that even a single 
dose of fucoidan has the potential to 
affect the expression of genes related 
to fundamental cellular processes. The 
study also confirmed previous published 
findings demonstrating that fucoidan 
has beneficial effects on immunity, 
cancer cells, inflammation and neuro-
logical function. In particular, analysis of 
the fucoidan-induced changes in serum 
microRNA substantiated the known an-
ti-cancer effects of fucoidan. The BDNF 
(brain-derived neurotrophic factor) 
signaling pathway was also shown to 
be affected, supporting the previously 
documented antidepressant effects of 
fucoidan.

For more information, visit  
www.marinova.com.au.

Australian Study Expands Health Potential for Seaweed Extract

N ew Jersey-based PLT Health 
Solutions, Inc. is launching a 
water-dispersible form of its 

Slendacor Weight Management 
Complex ingredient. Slendacor’s  
patented approach to weight  
management support works at multiple 
levels by inhibiting the accumulation  

of fat in fat cells (lipogenesis) and 
enhancing the body’s ability to break 
down fat (lipolysis). The result is an 
ingredient that has been clinically 
shown to significantly enhance  
weight loss and help re-shape the  
body. After more than two years in 
development, Slendacor WD will  

allow formulators of consumer  
products that support a healthy  
weight to deliver it in a broader  
range of product forms—from powd- 
ers and shakes to chews, gummies  
and shots.

For more information, visit  
www.plthealth.com.

PLT Launches Water-dispensable Form of Slendacor
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AssociationNews

The Consumer Healthcare 
Products Association (CHPA) has 
announced the appointment of 

Dr. John P. Troup as vice president for 
scientific affairs & dietary supplements, 
a new position within CHPA. Troup has 
wide-ranging experience in the health, 
nutrition and dietary supplements sec-
tors, including extensive work in clinical 
and product development, as well 
as regulatory affairs. His track record 
boasts successful product launches and 
brand growth for major companies, 
such as Pfizer, Unilever, Novartis and 
General Nutrition Centers.

In this newly created role, Troup will 
lead strategy development and direct 
CHPA’s work on dietary supplements is-
sues, evaluating science, shaping policy 
and collaborating with stakeholders for 
this important, growing consumer health 
category. 

“We are thrilled to have Dr. Troup 
on board as our CHPA team leader for 
scientific affairs & dietary supplements,” 

said CHPA President and 
CEO, Scott Melville. “As 
CHPA adopts a more ho-
listic approach to self-care 
and expands its presence 
in the dietary supplement 
category, John will play 
an integral role in shaping 
and leading our associa-
tion’s dietary supplements 
agenda. John’s decades 
of experience overseeing 
consumer product-related 
initiatives and advancing 
research in the health, nu-
trition and dietary supplements catego-
ries are a major asset to the association 
and its members, and we welcome him 
to the team.”

Most recently, Troup served as vice 
president of clinical development, edu-
cation and innovation at Standard Pro-
cess, Inc. As a senior R&D executive for 
the nutritional supplements company, 
he was responsible for enterprise-wide 

product development and 
innovation. Prior to this 
role, Troup was the chief 
science officer at Meta-
genics, Inc., where he 
oversaw R&D and product 
development for a global 
business focused on 
practitioner and institu-
tional sales of nutritional 
products.

“I am delighted to 
be joining CHPA at this 
pivotal point in the asso-
ciation’s evolution,” said 

Troup. “It’s an exciting time for consum-
er health care, and CHPA has positioned 
itself uniquely within this changing en-
vironment to better serve the needs of 
its members and strengthen the industry 
overall. I look very forward to working 
with this talented group of profession-
als.”

For more information, visit  
www.chpa.org. 

CHPA Appoints Dr. John P. Troup as Vice President
for Scientific Affairs & Dietary Supplements

The Natural Products Association 
(NPA) has proposed a two-
pronged public-private partner-

ship approach to ensure the safety of 
the global dietary supplement supply 
chain following announcements by the 
U.S. Food and Drug Administration 
(FDA) that it is prioritizing resourc-
es and only performing “for-cause 
inspections” during the COVID-19 cri-
sis. The reductions would temporarily 
reduce normal inspections of facilities 
overseas.
 
Step I: FDA Import Alert for Supple-
ments
NPA’s first recommendation is for FDA 
to issue an import alert for supple-
ments. The import alert requires no 
additional resources but would be an 
effective measure that would provide 
important information to the agency to 
facilitate their enforcement of current 
dietary supplement regulations. An 

import alert places the responsibility 
back on the importer to ensure that 
the products being imported into the 
United States are in compliance with 
the FDA’s laws and regulations. The 
agency last used this authority in 2014 
in response to safety concerns related 
to the importation of kratom. NPA 
has requested a meeting with FDA 
officials to explain the benefits of this 
approach.
 
Step II: Expand Participation in the 
SSCI Initiative
NPA’s second recommendation is to 
expand the number of companies that 
agree to meet industry specific quality 
assurance standards in NPA’s Supple-
ment Safety and Compliance Initiative 
(SSCI). SSCI is an industry-driven initia-
tive led by the nation’s leading retailers 
to provide a harmonized benchmark 
to recognize various safety standards 
throughout the entire dietary supple-

ment supply chain, according to the 
association. Dietary supplements must 
meet or exceed the SSCI benchmark to 
be accepted in major retailers, all with 
the goal of providing quality products 
and increasing consumer confidence.

“The benefits of good public-pri-
vate partnerships are one of the real 
success stories from this crisis, and 
we are trying to apply that lesson in 
the supplement industry as well,” said 
Dr. Daniel Fabricant, NPA president 
and CEO. “FDA is absolutely right 
to prioritize resources but there are 
some additional strong steps worth 
exploring to protect consumers. We 
want to work with government officials 
and all stakeholders to fill gaps where 
necessary and ensure we maintain the 
safest food and supplement supply in 
the world.”

For more information, visit  
www.npanational.org or  
www.ssciglobal.org.

NPA Proposes New Measures to Ensure Dietary Supplement Safety 
as FDA Reduces Normal Facility Inspection Rates
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A s part of ongoing efforts to 
ensure that consumers have 
access to accurate and mean-

ingful information about the nutritional 
supplements and natural products they 
use each day, the Natural Products 
Association (NPA) announced its support 
for the Accurate Labels Act (ALA). The 
ALA would establish a federal standard 
for labeling and ingredient disclosure 
requirements that is risk-based and sub-
stantiated by sound science.

“Consumers have a right to know what 
is in the products they use each and every 
day, especially when it comes to making 
decisions about products that support 
their health. Congress must act to protect 
consumers and put an end to expensive 
lawsuits and unnecessary new regulatory 
burdens that are diffi cult for small busi-
nesses to manage,” said Daniel Fabricant, 
PhD, president and CEO of NPA.

NPA joined the Coalition for Accurate 

Product Labels (CAPL) in support of ALA. 
The ALA, introduced by Representatives 
Kurt Schrader (D-OR) and Adam Kinzinger 
(R-IL) will amend the Fair Packaging and 
Labeling Act to:

• Ensure consumers have access to 
clear, accurate and meaningful product 
labels;

• Establish science-based criteria for 
state and local labeling requirements to 
ensure consistent, high-quality consumer 
information;

• Allow state-mandated product infor-
mation to be provided through smart-
phone-enabled “smart labels” and on 
websites;

• Ensure that covered product informa-
tion is risk-based; and

• Will leave unchanged current federal 
laws related to allergens, nutrition facts 
and medicines.

For more information, visit 
www.accuratelabels.com.

NPA Supports Accurate Product Labels Act

T he 
Coun-
cil for 

Responsible 
Nutrition 
(CRN) has 
announced 
10 new com-
panies have 
joined the 
association’s membership ranks. 
These companies include: Voting 
Members—Bettera Wellness; 
ChildLife Essentials; Compound 
Solutions; FoodScience Corpora-
tion; and hundred; and Associate 
Members—Avant Nutrition LLC; 
CCIC Chicago; ESHA Research; 
Greenspoon Marder LLP; and 
WDSrx.

For more information, visit 
www.crnusa.org.

CRN Welcomes
10 New Companies
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IngredientNews

B acognize, Verdure Sciences’ (Nobelsville, IN) propri-
etary Bacopa monnieri extract, has recently passed 
rigorous testing for sports banned substances. This 

batch-specific certification, Certified for Sports by Korva 
Labs (California), screens for more than 200 compounds 
and is newly announced and available to customers for 
purchase moving forward.

Bacognize is supported by a strong safety profi le and 
multiple randomized, placebo controlled clinical trials 
supporting a recommend daily-dose of 300-600 mg/day. 
Indiana-based Verdure included this newest testing param-
eter to the suite of other third-party testing and certifi ca-
tions already in place for Bacognize, including non-GMO 
(genetically modifi ed organism) project verifi cation and 
certifi ed Glyphosate Residue Free.

For more information, visit 
https://vs-corp.com/bacognize/.

Bacognize Batch Verifi ed for 
Sports-banned Substances

ExcelVite Strengthens
Sustainability Commitment With 
RSPO Supply Chain Certifi cation

E xcelVite (Malaysia), a producer of branded nutra-
ceutical ingredients from sustainable palm oil (such 
as EVNol), has obtained the RSPO Supply Chain 

Certificate (RSPO-SC) after a successful compliance audit 
by SIRIM (Standard and Industrial Research Institute of 
Malaysia).

After achieving the Malaysian Sustainable Palm Oil 
Supply Chain Certifi cation Standard (MSPO SCCS) 
in June 2019, the ExcelVite team began identifying 
requirement gaps between RSPO-SC and MSPO SCCS, 
and took actions to bridge these gaps in order to ensure 
compliance with the RSPO Supply Chain Certifi cation 
Standard.

While both standards aim at promoting the growth 
and the usage of certifi ed-sustainable palm oil and palm 
products, the main difference between MSPO and RSPO 
lies in the former being a nationally recognized standard 
that aligns with Malaysian law; RSPO (established in 
2004) is the main certifi cation standard for sustainable 
palm oil and palm products that has a more worldwide 
recognition.

For more information, visit www.excelvite.com.

(Continued from page 25)
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I remember the moment CRN’s communi-
cations staff came to me on Feb. 2, 2015. 
The New York Times (NYT) was about 

to run a front-page article alleging herbal 
dietary supplements didn’t really contain the 
herbs on the label. The New York Attorney 
General (NYAG) had leaked the story to the 
paper even before the companies involved 
had been notified. “It’s going to be bad,” 
they said. And they were right.

For the next six months, CRN took on the 
NYAG, educated policymakers about the 
limitations of DNA testing for herbal extracts, 
informed reporters about the thoroughness 
of FDA (U.S. Food and Drug Administra-
tion) regulation, and reassured consumers 
their supplements contained the labeled 
ingredients. Ultimately, the negative press 
and the regulatory attention subsided. It was 
the closest thing to an existential crisis since 
ephedra in the early 2000s.

Five years later, what did we learn from 
that fiasco? Even though the NYAG’s investi-
gation ultimately was exposed as misguided 
and exploitative, several important learning 

opportunities came from that experience.
First, it awoke many companies to the 

need for a crisis communication plan. When 
the NYT story published, many companies 
were caught flatfooted by the sudden spot-
light shined on the industry. Whether your 
products were named in the investigation or 
not, every brand was under scrutiny. Compa-
nies who had predetermined spokespeople 
to answer media questions, launched pro-
active strategies to defend and distinguish 
their quality, and established channels to 
disseminate their own messages to change 
the narrative fared better. Suddenly, crisis 
communication plans were de rigueur—if 
you didn’t have one, you created it on the fly.

We also learned that a single widely-pub-
licized investigation creates ripples that last 
a long time, regardless of how discredited it 
becomes. Even today, industry critics cite to 
those headlines to question the accuracy of 
labeling and the quality of products. Dietary 
supplement firms must proactively promote 
science supporting their products and 
claims, and aggressively counter negative re-

ports that are baseless. 
Having a regular supply 
of positive news helps 
to blunt the negative.

Industry learned that 
the integrity of supply 
chains matter. Many 
companies had just 
assumed their suppliers 
were compliant, but 
overnight it wasn’t 
enough to argue over 
the validity of DNA 
testing on herbal 
extracts; companies 
needed to show the 
pedigree of their 
ingredients and vouch 
for the strength of their 
supply chains. The 
investigation motivat-
ed companies to ask 
questions about their 
suppliers, and their 
suppliers’ suppliers, 
and demand full 
verification of where 
ingredients come 
from. Ultimately, that 
has strengthened the 
industry.

We learned that 
transparency with con-
sumers is imperative. 

The NYAG investigation reminded supple-
ment executives that if FDA is perceived 
as ineffectual, and the industry as cavalier, 
then states (and their AGs) will fill the void. 
Demonstrating transparency and account-
ability was, and remains, essential to soothe 
other AGs who might otherwise have joined 
the pursuit. That realization helped fuel the 
development of the Supplement OWL (On-
line Wellness Library) that now provides  
label transparency to regulators and con-
sumers alike. And FDA’s response to the 
NYAG crisis, conceding that it could not 
regulate what it could not see, began its calls 
for mandatory product listing that’s being 
considered today.

The aftermath of the NYAG situation 
also demonstrated the value of a trade 
association. CRN was able to argue more 
vociferously with the investigators, to present 
a credible narrative of industry regulation, 
and to reshape the media messages about 
allegedly defective supplements far better 
than any single company could. Our abilities 
to disseminate updates quickly and speak 
collectively demonstrated the power of 
association.

But five years later, I worry that these les-
sons were short-lived. A prosperous market 
requires constant vigilance. Short memories 
and industry growth can create temptation 
to slip backward. Crisis communication plans 
gather dust on the shelf instead of being 
regularly consulted and updated for the 
ready. Exacting attention to supply chain 
integrity gets overlooked. Marketing plans 
and new product promotions compete for 
the resources that would fund regulatory 
compliance. Transparency with regulators 
and consumers can start to seem too ex-
pensive or burdensome to justify. Too many 
believe someone else will keep the trade 
associations going until the next calamity, so 
dues get redirected.

Unfortunately, the next existential crisis 
may be just around the corner. We need to 
remember those tumultuous days in Febru-
ary 2015 so they don’t happen again.

CRNUpdate
NYAG: Five Years Later, What Did We Learn?

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

and functional food industry.

By Steve Mister, President & CEO, Council for Responsible Nutrition
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esearchers at Western University are 
studying a molecule found in sweet or-
anges and tangerines called nobiletin, 

which they have shown to drastically reduce 
obesity in mice and reverse its negative 
side-effects.

But why it works remains a mystery.
New research published in the Journal of 

Lipid Research demonstrates that mice fed a 
high-fat, high-cholesterol diet that were also 
given nobiletin were noticeably leaner and 
had reduced levels of insulin resistance and 
blood fats compared to mice that were fed a 
high-fat, high-cholesterol diet alone.

“We went on to show that we can also 
intervene with nobiletin,” said Murray Huff, 
PhD, a professor at Western’s Schulich 
School of Medicine & Dentistry (Canada) 
who has been studying nobiletin’s effects for 
over a decade. “We’ve shown that in mice 
that already have all the negative symptoms 
of obesity, we can use nobelitin to reverse 
those symptoms, and even start to regress 
plaque build-up in the arteries, known as 
atherosclerosis.”

But Huff said he and his team at Robarts 
Research Institute at Western still haven’t 
been able to pinpoint exactly how nobiletin 
works. The researchers hypothesized that the 
molecule was likely acting on the pathway 
that regulates how fat is handled in the body. 
Called AMP Kinase, this regulator turns on 
the machinery in the body that burns fats to 
create energy, and it also blocks the manu-
facture of fats.

However, when the researchers studied 
nobiletin’s effects on mice that had been 
genetically modified to remove AMP Kinase, 
the effects were the same.

“This result told us that nobiletin is not 
acting on AMP Kinase, and is bypassing 
this major regulator of how fat is used in 
the body,” said Huff. “What it still leaves us 
with is the question—how is nobiletin doing 
this?”

Huff said while the mystery remains, this 
result is still clinically important because it 
shows that nobiletin won’t interferes with 
other drugs that act on the AMP Kinase 
system. He said current therapeutics for 
diabetes like metformin for example, work 
through this pathway.

The next step is to move these studies 
into humans to determine if nobiletin has the 
same positive metabolic effects in human 
trials.

“Obesity and its resulting metabolic syn-
dromes are a huge burden to our health care 
system, and we have very few interventions 
that have been shown to work effectively,” 
said Huff. “We need to continue this empha-
sis on the discovery of new therapeutics.”

For more information, visit  
www.uwo.ca.

ScienceUpdate
Molecule Found in Oranges Could
Reduce Obesity and Prevent Heart Disease and Diabetes

Drinks With Added Sugars Linked to Lipid Imbalance,
Increasing CVD Risk

rinking 12 oz. of sugary drinks more 
than once per day is linked to lower 
levels of high-density lipoprotein cho-

lesterol (HDL-C), (“good” cholesterol), and 
higher levels of triglycerides, in middle-aged 
and older adults, both of which have been 
shown to increase risk of cardiovascular 
disease (CVD). These results are from a new 
observational study published in the Journal 
of the American Heart Association.

In previous studies, added sugars have 
been shown to increase CVD risk. Bev-
erages, such as sodas, sports drinks and 
fruit-flavored drinks, are the largest source 
of added sugars for Americans.

Researchers hypothesized that dyslip-
idemia could be one pathway by which 
sugary drinks may increase cardiovascular 
disease risk. An estimated 40 to 50 percent 
of U.S. adults are affected by dyslipidemia, 
an unhealthy imbalance of cholesterol and 
triglyceride levels in the blood, which in-
creases the risk of cardiovascular disease.

To determine the association between 
sugary drinks on triglyceride and cholesterol 
levels, researchers studied observational 
medical data of up to 5,924 participants 

from the Offspring and Generation 3 cohorts 
of the Framingham Heart Study, who were 
followed for an average of 12.5 years be-
tween 1991 and 2014. The Offspring cohort 
of the Framingham Heart Study includes the 
children of original participants in the Fram-
ingham Heart Study, and the Generation 3 
cohort includes grandchildren of the original 
participants in the Framingham Heart Study.

For this study, the beverages were 
defined as: 12 oz. of sugary drinks, such as 
sodas, fruit-flavored drinks, sports drinks, 
presweetened coffees and teas; 12 oz. of 
low-calorie sweetened beverages, including 
naturally and artificially sweetened “diet” 
sodas or other flavored drinks; or 8 oz. of 
100 percent fruit juices, including orange, 
apple, grapefruit and other juices derived 
from whole fruits with no added sugars. 
Study participants were classified into five 
groups according to how often they drank 
the different beverage types ranging from 
low intake (<1 serving per month) to high 
intake (>1 serving per day).

Researchers analyzed how the different 
drink types and their consumption levels 
correlated with changes in cholesterol and 

triglyceride levels over approximately four-
year periods. They found that:

• Drinking sugar-sweetened beverages 
(more than 12 oz. per day) was associated 
with a 53 percent higher incidence of high 
triglycerides and a 98 percent higher inci-
dence of low HDL cholesterol compared to 
those who drank less than one serving per 
month;

• Drinking low-calorie sweetened bev-
erages did not appear to be associated 
with increased dyslipidemia risk among 
the people who regularly drank low-calorie 
sweetened beverages; and

• Regularly drinking up to 12 oz. of 100 
percent fruit juice per day was not associ-
ated with adverse changes in cholesterol 
or dyslipidemia, though further research is 
needed to warrant this finding.

While previous cross-sectional stud-
ies have had similar findings, this study 
reaffirms those findings with prospective 
data. One potential limitation of the study is 
that participants self-reported their dietary 
intake.

For more information, visit  
www.heart.org.
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The National Institutes of Health’s 
National Institute on Aging (NIA) 
describes cognitive health as “the 
ability to clearly think, learn and 

remember.”
Although the terms are often used inter-

changeably, the NIA notes that cognitive 
health is merely a component of the whole 
pie known as brain health. The other pieces 
include:

• Motor function: how well you make and 
control movements

• Emotional function: how well you inter-
pret and respond to emotions

• Sensory function: how well you feel and 
respond to sensations of touch, including 
pressure, pain and temperature

There are various courses of action 
one can follow to help maintain his or her 
cognitive health, such as taking care of your 
physical health, eating healthy foods and 
being physically active, among others. In 
conjunction with these, ingredient suppliers 
are doing their part to provide consumers 
with another option for combatting this 
ever-changing segment.

Shedding Light on Ingredients
Due in part to marketing, the cognitive 
health segment has drawn attention to in-
gredients that may not have garnered much 
notice earlier.

“Marketing has brought to light 
previously rather unknown ingredients 
in the cognitive space such as apoaequorin, 
green oat extract and blueberry anthocya-
nins,” said Dr. Itay Shafat, technical product 
manager, cognitive health/sports nutrition, 
New Jersey-based IFF Health. “More recent-
ly as an example, Schiff launched its fi rst new 
brand in a long while, Neuriva, bringing into 
focus (no pun intended) coffee fruit extract 
and phosphatidylserine with television 
commercials and more important, well-es-
tablished science. On the other hand, good 
ingredients with signifi cant scientifi c back-
ground, like Ginkgo biloba, lost ground due 
to product adulteration leading to mistrust 
by consumers. Brands are also looking for 
new and relevant science, not just leveraging 
old studies.”

One often associates cognitive health 
with sleep and memory, but there are other 

underlying factors that need to be taken 
into account, especially when considering a 
young audience.

“Sleep and memory are the largest cate-
gory drivers, but growth is slower in the U.S. 
due to a more mature market,” said Inger 
Larsen, vice president of sales and business 
development, North America, U.K.-based 
Sibelius Natural Products, which offers a 
branded, dried sage extract, Sibelius: Sage. 
“As the demand for nootropics has grown 
among younger demographics, the need 
for solutions that address stress, focus and 
attention have become the fastest catego-
ry drivers. Products that provide a natural 
source of both physical and mental energy 
are key. To become a top contender, these 
products also need to provide effects that 
are both immediately felt and long lasting. 
Caffeine has met that need for a long time 
now and is the largest ingredient in this cat-
egory, but it is losing steam as students and 
professionals are seeking less stimulatory 
side-effects from their supplements.

“In this regard,” Larsen continued, 
“some of the top trending ingredients for 

The cognitive health sector may feature 

many staples of old, but research and 

development are continuing to move

the category forward.

By Nicholas Saraceno

THINK
ON IT
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cognitive health now are omega-3, phospha-
tidylserine, lutein, ashwagandha and Salvia 
offi cinalis. This is not only because they meet 
the current consumer needs for cognitive 
supplements, but also because they have 
all been backed up with solid science, thus 
having proven benefi cial effects on cognitive 
health.”

According to the company’s senior 
product manager, Loukiana Chatzinasiou, 
Sibelius: Sage is now in a milled format and 
is compatible with tablets, softgels, RTD 
(ready-to-drink) beverages/powders, gel 
packs, gummies and dairy products.

Though its popularity in the natural prod-
ucts segment is strong, some believe that 
the use of fi sh oil when it comes to cognition 
is shifting toward a drop, transitioning to 
plant-based alternatives instead.

“Fish oil remains popular for a number 
of applications, but I do think we’ve seen a 
decline in use for cognitive health,” said Cai 
Berg, founder and CEO of Berg Nutrition, a 
specialty nutraceutical distributor represent-
ing select European manufacturers in the 
U.S. market. “Instead, we see a shift from 
fi sh oil to plant-based DHA (docosahexae-
noic acid) and EPA (eicosapentaenoic acid). 
Legacy herbals, such as ginkgo and ashwa-
gandha seem to be on the decline as well. 
Foundational nutrients with strong science, 
like phosphatidylserine and citicoline, are 
leading the way in today’s most innovative 
and effective products.”

It is important to also note that both clean 
label and product transparency continue to 
be a standard expectation among consum-
ers. Mitsubishi Gas Chemical (MGC) offers 
BioPQQ, a natural source of the compound, 
pyrroloquinoline quinone (PQQ).

“As the clean label trend rises in popu-
larity, consumers are becoming more aware 
of the ingredients within their products and 
supplements overall,” said Shoji Matsuka-
wa, vice president of MGC America in New 
York. “All-natural products, such as BioPQQ, 
which is manufactured through a proprietary 
fermentation method, has been a target for 
consumers. Non-natural products, in general, 
have lost popularity, as consumers become 
more skeptical toward unclear branding and 
ingredients they have trouble identifying. 
Consumers want supplements they can trust 
with clear indications of what ingredients are 
included and how they are made.”

Another nutrient that’s been on consum-

ers’ radar is L-carnitine. “L-carnitine has been 
trending because of its potential impact on 
cognitive maintenance,” said Lisa Riedell, 
senior director of marketing, Louisiana-based 
Alfasigma USA, Inc., which produces Mito-
Carn. “It is naturally produced in the human 
body by the liver and kidneys and involved 
in fatty acid metabolism across mitochondri-
al membranes. It breaks down parts of the 
acids and contributes to the formation of 
ATP. Without adequate L-carnitine, oxidation 
and its residual waste can infl ict unwanted 
damage on mitochondria. As we get older, 
the damage can accumulate and result in 
potentially harmful effects, including those 
most often associated with cognitive decline.

“While L-carnitine is found in the diet, 
particularly in meat and dairy, it can also be 
consumed in the form of a dietary supple-
ment. ALC solutions, such as MitoCarn, can 

help effectively penetrate the blood/brain 
barrier to deliver nutrients directly to the 
brain. The molecules can increase healthy 
blood fl ow and may help support wide-rang-
ing functions that contribute to healthy 
cognition.”*

Market Status
When it comes to cognitive health, the 
market continues to be on an upward trend, 
due to the various types of consumers that it 
includes.

“The cognitive health segment is expand-
ing and varies, from consumers seeking a 
short-term benefi t for an exam or game, 
to pregnant women thinking of their child’s 
lifelong cognitive performance to aging 
people who want to be able to stay sharp,” 
explained Tom Druke, marketing director, 
human nutrition & health, Balchem (New 
York).

From college students to Baby Boomers, 
customers are deciding to take charge and 
be proactive in tackling there cognitive-relat-
ed issues, as opposed to simply reacting.

“Consumers have evolved toward being 
more proactive in addressing healthy aging 
concerns, specifi cally related to cognitive 
health,” Riedell said. “According to Zion 
Research,1 cognitive concerns in particular 
have expanded value from $1,324 million in 

2017 to a projected $5,959 million in 2024, 
and a CAGR (compound annual growth rate) 
of 15 percent between 2018 and 2024. For 
aging consumers, maintaining cognitive 
acuity, including memory and performance, 
is critical. What’s signifi cant is the increasing 
interest from consumers of all ages related 
to optimal brain function. Improvement in 
concentration, memory, attention, and mood 
are among top priorities for ages across the 
spectrum. Given the broad interest, it’s clear 
that cognitive health will continue to increase 
in importance with regard to healthy aging.”

In fact, people’s interest in this betterment 
is directly proportional to the use of both 
herbal and natural products.

“ … The rising awareness and con-
cern among individuals over brain health 
problems, including memory enhancement, 
focus, alertness and attention along with the 
rising adoption of herbal and natural prod-
ucts, are driving the growth of this market,”2 
Larsen said. “Cognitive health ingredients 
can be broadly divided into three categories, 
according to their benefi cial effects. These 
would include ‘core products,’ as part of a 
nutritional diet such as vitamins and minerals 
and DHA and omega-3; ‘natural supple-
ments’ for added daily support such as 
ginseng, ginkgo, rhodiola, ashwagandha and 
sage (Salvia offi cinalis); and ‘specialty noot-
ropics’ for enhanced activity performance for 
sports, mood and sleep, such as huperzine 
A, rhodiola, Salvia offi cinalis, mangifera and 
saffron.

“All are part of a healthy diet that sup-
ports living and feeling your best in mental 
and physical performance,” Larsen added. 
“The emphasis on cognitive performance 
spans multiple consumer needs, from 
performing well on tasks requiring execu-
tive function (memory, focus and attention), 
mood (anxiolytic), to sleep (REM and deep 
sleep). The key to the successful launch of 
a new ingredient is safety (branded ingredi-
ents), clinical trials to demonstrate effi cacy 
(especially for specialty novel nootropics) 
and then the time it takes to benefi t from 
an ingredient. Consumers are impatient and 
want the effect to be as immediate as possi-
ble. However, the interest over branded in-
gredients backed up with scientifi c evidence 
for safety and effi cacy is rapidly growing. 
Among these, sage (Salvia offi cinalis) has 
demonstrated outstanding cognitive enhanc-
ing effects, thus representing an excellent 
solution for the cognitive health market.”

Research
Florida-based HP Ingredients believes in 
exploring the relationship between stress, 
focus/cognition, mood and memory, which 
is what Annie Eng, CEO of the herbal extract 

THINK
ON IT

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

http://www.niemagazine.com


Go to www.niemagazine.com/nutrition21 for info about this advertiser

http://www.niemagazine.com/nutrition21
mailto:info@nutrition21.com
https://nutrition21.com/


manufacturer, described as “an underserved 
area that is rich for development opportuni-
ties.”

“Our IQ200 kesum (Polygonum minus) 
is known as ‘smart weed’ and is commonly 
consumed in South East Asian cuisine,” she 
said. “IQ200 is a patented P. minus extract 
standardized to quercetin-3 glucuronide 
≥0.45 percent and total phenolic content 
≥100 mg GAE/g dE. These actives are clin-
ically proven to improve cognitive function 
and stimulate immune health. IQ200 is 
protected by U.S. Patent 20150320821 A1 
for cognition.

Eng pointed to a randomized, dou-
ble-blind, placebo-controlled trial, where 
35 healthy middle-aged women were given 
either 250 mg of IQ200 or placebo twice 
daily for six weeks. Subjects were assessed 
for neuropsychological test, psychosocial 
status, and anthropometric at baseline, 
week 3 and week 6. Biomarkers were also 
determined at baseline and week 6. IQ200 
showed signifi cant improvement on digit 
span test and social functioning domain of 
SF36 among subjects with mood distur-
bance. Among subjects with normal mood, 
IQ200 signifi cantly improved short-term 
memory, Wechsler Abbreviated Scale of 
Intelligence (WASI) for IQ verbal and Full 
Scale IQ of WASI.

Further, NeuroActin, an extract of Androg-
raphis paniculata, was granted a patent in 
the E.U. based on research demonstrating 
its positive impact on brain structure and 
function. 

The patent application titled “Treatment 
of Alzheimer’s and Cognitive Impairment 
with Andrographolides,” goes into detail on 
studies showing that NeuroActin protects 
parts of the brain’s structure from a specifi c 
pathway of age-related deterioration that 
would affect memory and cognition, accord-
ing to Eng.

One of MGC’s top priorities is safety and 
effi cacy for consumers, demonstrated by 
the various studies that the company has 
participated in.

“The safety and effi cacy of our product is 
paramount for MGC,” Matsukawa said. “We 
have invested in countless studies over the 
years focusing on different aspects of cogni-
tive function using BioPQQ, a natural source 
of the compound, pyrroloquinoline quinone 
(PQQ), which is manufactured through a 
proprietary fermentation process in Japan. 

This all-natural supplement ingredient has 
been fully characterized and widely tested in 
animals and humans to support its effi cacy 
and safety. Studies suggest taking BioPQQ 
for 24 weeks may reverse the decline in 
cognitive function, increase memory recall 
and improve other higher brain functions like 
spatial awareness.

“MGC has also researched how BioPQQ 
impacts mitochondria and the important role 
it plays in the body,” Matsukawa explained. 
“Mitochondria, most commonly referred 
to as the powerhouse of the cell, loses its 
quality and effi ciency as we age. Once that 
happens, people can become susceptible to 
neurodegenerative diseases. But, with the 
increase in healthy mitochondria, BioPQQ 

can help stall these symptoms and even 
inhibit memory loss through the preservation 
of synapses and neuronal function, accord-
ing to studies. MGC has done extensive 
research on how BioPQQ can help boost 
and enhance mitochondria through acti-
vating a crucial and natural process within 
the body called mitochondrial biogenesis. 
Mitochondrial biogenesis is the increase and 
division of mitochondria within the cells. 
Through recent studies, it has been shown 
that BioPQQ produces mitochondria and 
raises the NAD+/NADH ratio more so than 
other mitochondria-enhancing supplement 
ingredients such as resveratrol and nicotin-
amide mono nucleotide (NMN).”

Balchem, who offers VitaCholine, a brand-
ed form of choline, has been following the 
research of Dr. Marie Caudill, who Cornell 
University notes has published more than 
150 papers, reviews and chapters in the 
areas of folate and choline.

“Dr. Marie Caudill of Cornell has con-
ducted some of the most fascinating and 
compelling research on choline in recent 
years,” Druke said. “Dr. Caudill conducted 
an interventional study3 among both preg-

nant and non-pregnant women utilizing a 
standard diet and a diet with supplemental 
choline, specifi cally VitaCholine provided 
by Balchem Corporation. She found that 
increased choline intake lowers levels of 
cortisol, the stress hormone,4 which may lead 
to improved long-term health outcomes for 
both the mother and the child. Dr. Caudill 
also found that increased choline availability 
during pregnancy enhances the availability 
of DHA, which is known to play a vital role in 
cognitive development and function.”5 

Druke noted, “Dr. Caudill continues to 
follow the children from her original study 
group and additional results have been very 
encouraging. Cognitive testing showed that 
infants of mothers receiving higher levels 
of choline processed information more 
quickly and had improved visual memory 
than infants born of the standard choline 
pregnancies. As the children age, Dr. Caudill 
will continue to track their progress, but thus 
far testing suggests that choline may have a 
positive impact on academic performance.”

The cognitive health segment is an 
appealing category to several age groups, 
but Boomers remain high on the radar of 
ingredient manufacturers and suppliers.

“As the Baby Boomer generation moves 
closer to age 65, cognitive impairment 
concerns are expected to increase,” Riedell 
predicted. “According to the United States 
Census, Boomers make up about 73 million 
of the U.S. population alone. Their interest in 
cognitive health concerns will surely garner 
the interest of manufacturers and ingredient 
suppliers.”

She added, “the aging process is quite 
complex in relation to cognitive function. It 
can, however, be simplifi ed as the following. 
As nerve growth factors in the brain decline, 
so do Acetyl-L-Carnitine (ALC) and acetyl-
choline levels. As a result, mitochondria tend 
to lose their effi ciency. This loss of effi ciency 
contributes to common complaints related 
to aging, including loss of memory, learning, 
recall and cognition. Given the signifi cance 
of ALC in supporting mitochondrial effi cien-
cy in the brain, ingredients such as MitoCarn, 
will be examined a little closer for their 
opportunity to positively impact cognitive 
health.”

However, as Shafat suggested, numerous 
ingredients benefi cial for the brain are not 
necessarily new to the market.

“Cognitive ingredients are not new,” 
said Shafat. “Ginkgo biloba has been in 
use for millennia in China, Bacopa monnieri 
is a mainstay in ayurvedic medicine and 
plants such as green oats have European 
monographs supporting their use for mental 

“Cognitive testing showed that 

infants of mothers receiving 

higher levels of choline 

processed information more 

quickly and had improved visual 

memory than infants born of the 

standard choline pregnancies.”

— Tom Druke, Balchem
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W hat was your most recent 
movement before you began 
reading this? If it was some-
thing as simple as crossing 

your legs and you needed to stop and 
think for a moment to remember doing 
this, well, that’s great. For millions who 
have impaired mobility, creaky and achy 
joints, muscular atrophy or pain, that 
answer would have been instantly recalled 
with a grimace.

Life has so much for us to do at any 
age. Retirees are not lounging in rocking 
chairs, they are running marathons, playing 
sports, starting or renewing hobbies, 
and exploring new terrain (or waters) via 
traveling. Middle-aged parents are joining 
their young adult children in sports and 
races, and in creating new small businesses 
together.

Therefore, there is tremendous oppor-
tunity for brand marketers to develop 
“sports nutrition lite” products for active 
adults—supplements/beverages/bars that 
promote and protect fl uidity of movement 
by supporting structure and function of 
bones/joints and muscles.

“Being physically active is an extremely 
important component to healthy aging,” 

underscored Karen Dhanraj, technical 
marketing and sales manager, Lallemand 
Bio-Ingredients, Canada.

“Healthy Aging” as defi ned by the 
World Health Organization (WHO) is “the 
process of developing and maintaining the 
functional ability that enables wellbeing in 
older age.” Part of this functional ability 
includes mobility of joints and muscles 
during the aging process, both of which 
require strong healthy bones,” noted 
Dhanraj.

In the viewpoint of Juliana Erickson, se-
nior marketing manager, Consumer Health 
& Nutrition, Lonza (Basel, Switzerland), 
the “active adults” category is becoming 
increasingly broader as rising numbers of 
consumers of all ages take steps to proac-
tively maintain their mobility, movement 
fl uidity and overall health. “As more and 
more older individuals become aware 
that movement is key to a healthy lifestyle 
longer term, there is an increased de-
mand from this demographic for nutrition 
solutions that support these choices and 
enable them to remain active for longer. 
Indeed, it is clear there is signifi cant growth 
potential for supplement solutions that 
support, for instance, joint health, sports 

performance and muscle recovery within 
this market,” she explained.

In agreement is Kate Quackenbush, 
communications director, NattoPharma 
USA Inc. (Edison, NJ), who observed, “as 
bone and joint health is not solely a con-
cern for the elderly and aging, sports nu-
trition is not just for the super-active sports 
junkie.” Exercise continues to be recom-
mended as a critical factor to preserve 
physical and mental health as we age, she 
noted, and as such, today’s Boomers and 
Gen-Xers are getting the message. “The 
mid-40s to late-60s demographic is actively 
pursuing healthy aging goals, and it makes 
absolute sense that they should have their 
own proper nutrition supplementation 
alternatives to pair with their fi tness regi-
mens,” she stated.

Josh Stewart, product manager, bio-
actives, at Glanbia Nutritionals (Chicago, 
IL) has also observed that the active adult 
demographic is beginning to fl ourish, and 
as it does, the opportunity to cater to their 
bone/joint/muscle preservation needs 
increases. Although many brand owners 
are focusing on sports nutrition, per se, he 
stated, “there is a gap in the market for 
products targeted toward active adults. As 

Joints, bones and muscles are
no longer isolated in the minds
of active adults—it’s all in the

movement. Here’s how to 
formulate for this expanding 

population.

By Lisa Schofi eld
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people age, their requirement for supple-
mentation, especially protein and essential 
amino acids, increases. For example, the 
body as it ages is not able to process 
protein as easily, requiring an even greater 
amount of protein to prevent sarcopenia. 
Other supporting nutrients for the bones 
and joints are increasingly important.”

Angie Rimel, marketing coordinator 
for Iowa-based GELITA, pointed to the 
continual educational efforts from such 
august bodies as the CDC (Centers for 
Disease Control and Prevention) and WHO, 
which are both implementing programs to 
help meet the needs of aging adults. As a 
result, she said, today’s seniors are better 
educated and more proactive with their 
health than seniors in previous generations. 
Today’s younger seniors know that in order 
to ensure they can be reasonably healthy 
in their 70s, 80s and 90s, they should 
exercise regularly, which includes moderate 
strength training.

“Fitness enthusiasts are eventually 
going to age and no matter their age, they 
are still going to want to remain active,” 
asserted Tim Hammond, vice president of 
marketing & sales for Washington-based 
Bergstrom Nutrition. The 20- and 30-year-
olds of yesterday are now youthful-mind-
ed 40- and 50-year-olds. “That doesn’t 
mean their love of fi tness has to end,” 
he commented. “If anything, the true 
enthusiasts will do whatever they have to 
do to continue, and maybe even increase, 
their pursuits. This means they are willing 
to take extra precautions when the effects 
of both natural aging and physical activity 
can creep up and wear their bodies down 
over time.”

When it comes to today’s elderly, Ham-
mond added, mobility equals indepen-
dence. Mature consumers are interested in 
ingredients and products that allow them 
to remain active, mobile and comfortable. 
“To understand how crucial joint health 
and mobility is for older adults, one simply 
needs to experience a fall, or hip frac-
ture with an aging loved one. If we as an 
industry keep that simple equation in mind, 
it should drive innovation for products 
focused on how to keep people active, 
supporting both strength training and 
keeping people moving,” he related.

Aging, however, is still aging, meaning 
that time and use of our joints/bones and 

muscles will have an impact on both their 
structure and function, no matter how 
physically active we are. Knowing some 
differences should help in formulation.

The main difference of the age groups is 
their bone, joint and muscle metabolism,” 
clarifi ed Barbara Lehner, nutritionist and 
product manager, vis vitalis gmbh, Austria, 
whose PANMOL ingredient line is distribut-
ed in North America via Stauber.

Lehner elaborated that from about 
age 30, the density of bones begins to 
diminish, resulting in more fragile bones. 
Also, joints are affected by changes in 
cartilage and in connective tissue. Loss 
of muscle is another degrading process 
that starts around the same age. “Simply 
spoken: while during the fi rst 30 years of 
life the goal of working out is to strengthen 
and stabilize the musculoskeletal system, 
thereafter the goal is to maintain what had 
been built up,” she said.

According to Stewart, data from a global 
supplement consumer survey, completed 
by Glanbia Nutritionals in May 2019 found 
that 39 percent of global supplement 
consumers aged 18-34 ranked joint health 
as one of their top three most important 
health benefi ts. Of older consumers be-
tween 55-70, the survey found that 72 per-
cent of consumers rank joint health among 
their top three most important health ben-
efi ts. “As the body ages, the effects of joint 
health begin to make themselves known 
and increase their importance in maintain-
ing mobility and quality of life, especially 
for active consumers,” he commented.

Hammond observed that “in the past 
it might have seemed that the 20-some-
things were shredding their way through 
their workouts, conducting rigorous 
activity without considering the future joint 
implications. But now with so many people 
having easy access to information, and a 

new focus on mindfulness through side 
interests like yoga and Pilates, we’re seeing 
more and more younger populations being 
forward-thinking about their joints when 
long-term protection is concerned.”

In agreement is Adrian Jäger, direc-
tor market development & innovation, 
consumer goods, region Americas, for Cal-
ifornia-based Omya Inc., who noted that 
some younger adults just want to shape 
up, build muscles and look good. However, 
he emphasized, the generations really do 
not differ that much.

According to the Global Wellness Insti-
tute, the industry is now more than three 
times the size of the global pharmaceutical 
industry, cited Rimel. Middle-aged adults 
are enjoying exercise and fi tness activities 
ranging from barbell classes, to CrossFit 
to high-intensity interval training (HIIT), to 
running to cycling, physical activity. “The 
worldwide wellness and fi tness industry is 
booming, she emphasized.

Patrick Stano, brand manager for Califor-
nia-based Stauber Ingredients, observed 
that bone and joint health support supple-
ments are not as important to the younger 
adults as they are to the older athletes. 
“Older athletes feel the pain due to the 
years of activity and the natural aging pro-
cess,” he stated.

However, Erickson noted, the gap 
between the generations within the sports 
nutrition space is closing in many respects, 
but especially when it comes to managing 
their joints and muscles. Research commis-
sioned by Lonza indicates that joint health 
is one of the top fi ve health concerns for 
U.S. consumers of all ages.

Furthermore, she added, as the con-
sumer demographic in the sports nutrition 
category expands beyond elite athletes 
and professional sportspeople to include 
more and more everyday gymgoers, the in-
terest in maintaining mobility continues to 
rise within the general population. “What 
was once primarily a concern for older age 
groups has now become an area of interest 
for younger consumers too, with Millen-
nials proving to be particularly a strong 
driving force behind this market evolution. 
This indicates that, while fi tness goals may 
differ between generations, the desire to 
support joint and muscle health to maintain 
mobility longer term is a priority for all 
consumer groups,” she said.

Quackenbush pointed to an opportunity 
centering on educating younger adults. 
“Unfortunately, younger generations do 
not view bone and joint health as a primary 
concern because they rarely feel the im-
pact the same way as older generations,” 
she said. “But the damage is indeed being 
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done if they do not have a proper founda-
tion, and that foundation should be laid as 
early as possible so we can remain active 
and vital as we age.”

Ingredients
Omya’s Omya-Cal features high elemental 
calcium content, and, said Jäger, “is one of 
the most concentrated sources of calcium 
in the market, hence the same calcium 
dose in a finished product can be achieved 
more efficiently compared to other techni-
cal solutions available.” Depending on the 
dosage used, calcium-related claims can 
be stated on packaging. Possible applica-
tions include snack bars, breakfast cereals 
and dairy alternative drinks.

In addition, he reported, Omya has 
developed the bone-health prototype 
Omyabone. As a high-purity natural cal-
cium source with 40 percent bioavailable 
calcium, Omya-Cal is suitable for natural 
calcium supplementation and multi-ingre-
dient bone-support products. Together 
with a balanced diet, he noted, supple-
ments based on this formulation contribute 
to the recommended daily allowance for 
calcium. “However, it’s not just calcium that 
is essential for bone health—the vitamins 
D3 and K2 are important for optimal 
calcium absorption and deposition. They 
are therefore available through the Omya 
distribution portfolio and embedded in the 
Omyabone prototype formulation, which 
can be realized in various forms, including 
chewable, easy-to-swallow or fast-dissolv-
ing tablets,” Jäger described.

Aquamin Plus is Stauber’s new addition 
to its flagship brand, which Stano de-
scribed as a proprietary blend of Aquamin 
(calcium from red algae), Aquamin Mg 
(magnesium from sea water), pine bark 
extract and vitamin D3. Aquamin and 
Aquamin Mg both provide 72 additional 
trace minerals that Stano said have been 
shown in more than 45 studies to improve 
bone strength and joint function among 
other attributes.

Once often overlooked, vitamin K2 
menaquinone-7 (MK-7) is now in growing 
demand by an educated public that knows 
calcium needs this vitamin to be properly 
utilized.

“Calcium is very important for building 
strong bones, but if we are not pairing 
calcium consumption with MenaQ7 (vita-
min K2 as MK-7) and vitamin D3, then our 
bodies are not properly utilizing it to build 
strong bones,” Quackenbush explained, 
adding, “in fact, we are now also opening 
ourselves up to cardiovascular issues.”

Vitamin K2 as MK-7 activates proteins 
that help the body properly utilize calcium. 

Namely, osteocalcin, which binds calcium 
to the bone mineral matrix, leading to 
stronger, denser bones; and Matrix Gla 
Protein (MGP), which inhibits calcium from 
depositing in arteries and soft tissues 
where it can do harm. Vitamin D3 is an im-
portant nutrient to consider with MK-7 as 
it helps the body to synthesize osteocalcin 
and MGP—D3 creates these proteins, K2 
activates them.

Quackenbush reported that Natto-
Pharma has been working to establish a 
K2-specific Recommended Daily Intake 
(RDI); both NattoPharma and its research 
partners are making progress. Most recent-
ly, she said, “a review paper was published 
clearly explaining the difference between 
K1 and K2 (an important foundational 
piece), and a new paper was just submitted 

for publication clearly arguing the need for 
a K2-specific RDI based on the expansive 
body of research—research that almost 
entirely used MenaQ7 as the actual source 
material showing safe, efficacious health 
benefits.”

Lalmin Vita D (distributed in North 
America via Stauber Ingredients) is, said 
Dhanraj, a natural, vegan source of vitamin 
D2, with proven bioavailability. It is made 
by exposing active baker’s yeast (Saccha-
romyces cerevisiae) to UVB light, then 
inactivating and drying it, resulting in a 
product containing high levels of vitamin 
D2 (ergocalciferol). All the other vitamins, 
minerals and micronutrients naturally found 
in yeast are also preserved. The ingredient 
is available in two forms: Lalmin Vita D 
contains 200 μg (8,000 IU) vitamin D per 
1g. 70 mg will provide 15 µg of vitamin D; 
Lalmin Vita D 2M contains 500 μg (20,000 
IU) vitamin D per 1g. 35 mg will provide 15 

µg of vitamin D.
Another vitamin critical to healthy 

mobility, said Lehner, is niacin (vitamin B3). 
Its biologically active form, NADH, plays a 
central role in the cellular energy produc-
tion (adenosine triphosphate or ATP). In 
addition to contributing to the reduction 
of tiredness and fatigue, NADH supports 
muscular and energetic processes, cata-
lyzes regenerative processes and is the 
highest efficient human antioxidant.

Despite its beneficial effects for healthy 
mobility, Lehner noted, NADH is a very 
sensitive structure; it is sensitive to light, 
air, gastric acid and oxidants. Therefore, 
it is a challenge to combine biologically 
active vitamin B3 with other ingredients to 
create effective dietary supplements.

Lehner explained, “vis vitalis gmbh 
found a way to stabilize NADH in a natural 
way. PANMOL NADH is electrochemically 
and physically stabilized due to a patented, 
natural coating consisting of plant fat, bees 
wax and chlorophyll. It can be combined 
with other (non)active ingredients, does not 
need special coating and still shows high 
efficacy due to its resistance to gastric acid. 
That way, it is possible to draw the NADH’s 
full energy and regenerative potential.”

According to Erickson, Lonza contin-
ues to invest in an expanding portfolio of 
ingredients targeted to “today’s active, 
aspirational consumers both in their health 
goals and values.” For example, Lonza’s 
new vegan MuscleGuard formula is a blend 
of four ingredients: Carnipure tartrate, 
creatine and leucine with vitamin D—that 
offers clinically studied benefits for muscle 
health. “It is proposed to trigger the mTOR 
pathway to drive new muscle protein syn-
thesis—clinical research on older adults has 
shown a two-fold increase in mTOR protein 
and insulin growth factor 1 (IGF-1) and a 63 
percent increase in muscle mass, strength 
and activity,” she described.

Lonza’s UC-II undenatured type II col-
lagen also offers benefits for individuals 
seeking support for joint health, mobility 
and flexibility. While it is now an estab-
lished and scientifically proven ingredient, 
Erickson noted, newer dosage form tech-
nologies expand formulating opportuni-
ties. Lonza’s proprietary DUOCAP cap-
sule-in-capsule technology, for instance, 
“enables our UC-II brand to be delivered 
alongside other trending ingredients to of-
fer additional, synergistic effects in a single 
capsule,” she stated.

Collagen is considered one of the 
most versatile and important ingredients 
in health and beauty, Rimel pointed out. 
However, “collagen supplementation 
should not be considered a one size fits 
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all solution. Different collagen peptides 
offer optimized benefi ts for different areas 
of the body. Research shows that GELITA 
Bioactive Collagen Peptides are optimized 
to maximize the stimulatory effects on spe-
cifi c cells in the body ... and, the level of 
stimulation is different for varying collagen 
peptide compositions.”

GELITA’s collagen line relevant for bone, 
joint and muscle health (eg, healthy mobil-
ity) includes: BODYBALANCE for muscle 
strength and toning, FORTIBONE for bone 
health, FORTIGEL for joint health and 
TENDOFORTE for tendons and ligaments.

“A signifi cant part of the mobility story 
is chronic infl ammation,” said Hammond. 
“MSM (methylsulfonylmethane) has been 
shown in multiple studies to reduce oxida-
tive stress, thus protecting the body from 
advanced aging and other detrimental 
effects of oxidative stress.”

Bergstrom Nutrition’s OptiMSM (meth-
ylsulfonylmethane) provides nutritional 
support for mobility by keeping joints 
and connective tissue healthy, Hammond 
added. “OptiMSM also reduces muscle 
soreness following exercise and positively 
infl uences other markers of exercise recov-
ery. Plus, MSM mitigates muscle damage 
from oxidative stress and infl ammation 
following exercise.”

AdvanPro is a low-protein solution con-
taining PepForm Leucine (leucine enriched 
milk protein and peptides), optimized for 
effective delivery of leucine, which is a key 
amino acid for triggering muscle protein 
synthesis in aged muscle, according to 
Sarah Flynn, PhD, product technology 
manager, Bioactives. This allows for high 
dose protein benefi ts with fewer calories to 
be achieved for ready-to-mix and ready-
to-drink beverage applications. Advanpro 
helps deliver muscle protein benefi ts in 
a small dose. Advanpro contains optimal 
delivery of leucine.

In one study, she related, an AdvanPro 
beverage containing 12.5 g dose elicit-
ed comparable muscle protein synthesis 
responses to the WPI beverage containing 
a 28.5 g dose of whey protein isolate (WPI). 
The AdvanPro beverage induced increases 

in muscle protein synthesis similar to a 
WPI beverage containing 60 percent more 
protein and a similar amount of leucine.

The category of heathy mobility is 
moving forward at a rapid and graceful 
pace. NIE
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support. Many of these ancient plants have 
been studied by modern means in the last 
few decades, adding modern evidence 
to folklore. Non-botanical ingredients, for 
example DHA, choline and phosphatidylser-
ine, were shown to have specifi c roles within 
the brain, leading to years of research to 
what benefi ts their consumption as a dietary 
ingredient might bring to those consuming 
them.”

And as more people are continuing to 
become aware of natural solutions to help 
the brain, the research is improving—it is 
becoming more in-depth.

“The increasing awareness and de-
mand for natural brain boosters drives the 
evolution of cognitive ingredient research,” 
Larsen said. “Companies invest in healthy 
volunteer trials to evaluate the safety of 
their ingredients, as well as their effi cacy 

on mental health. … Clinical trials are more 
complex involving subjective questionnaires, 
objective physiological measurements, and 
even key biological markers (from blood or 
non-invasive bodily fl uids) associated with 
mental performance and stress, such as 
oxytocin and cortisol.”

Looking ahead, the technology that is 
at our disposal opens up the door for new 
fi ndings.

“In a broad sense,” Berg concluded, “I 
would say that the research, or the approach 
to research in this fi eld, hasn’t changed all 
that much, but the tools and technologies 
available today allow researchers to produce 
better, more authoritative science. The use 
of advanced imaging, for instance, allow us 
to see into the complexity of brain health 
and function better than ever before, and 
emerging data on the human genome can 
lead us in new directions of discovery.” NIE

*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.
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Years ago, companies would 
almost whisper when admitting 
that they were using contract or 
private-label manufacturers.

Today, for many finished-product 
brands it is making less and less sense 
to carry the massive overhead of 
manufacturing facilities and expensive 
equipment, and more and more sense 
to enlist the aid of a reputable contract 
manufacturer.

In today’s turbulent times—with sup-
ply-chain interruptions caused by global 
pandemics, such as COVID-19, and 
pressures caused by tariffs—it may make 
even more sense than ever before to 
rely on trusted manufacturing partners 
to help steer the production ship with a 
true hand.

Our select panel of industry experts 
sheds light on the ins and outs of con-
tract manufacturing today, with some 
insights to boot.

NIE: What are the main advantages to 
using a contract manufacturer (CM)?

Ung: The main advantages for brand 
owners to use CMs typically revolve 
around not having to allocate financial 

and human resources to manufacturing 
so that the efforts can be focused on 
building the brand, sales and distribu-
tion.

Additionally, brands can leverage 
CMs for things like product innovation, 
supply-chain efficiencies, and getting 
into new dosage formats or products 
more easily. CMs also bring technical 
knowledge and experience to product 
development, and launching new prod-
ucts oftentimes will happen much faster 
when working with an experienced CM.

LeDoux: Companies with brand 
equity and consumer awareness should 
deploy their resources to merchandising 
and advertising and instead partner with 
experts who have a history of profes-
sional and ethical business practices 
in order to have their products manu-
factured according to local and federal 
regulatory standards.

To invest in the development of brick-
and-mortar manufacturing is not only 
expensive, it is time consuming, and 
staffing such an organization with com-
petent personnel is also very challeng-
ing in a time where unemployment is so 
low statistically.

Brands today are embracing
contract manufacturers as true partners

in their products’ success.

By James J. Gormley

The Participants Are:

Vincent Tricarico
Vice President of Contract 
Manufacturing 
NutraScience Labs 
Farmingdale, NY 
www.nutrasciencelabs.com

Mark LeDoux
Founder and CEO 
Natural Alternatives 
International (NAI) 
Carlsbad, CA 
www.nai-online.com

Annie Eng
CEO
HP Ingredients
Bradenton, FL
https://hpingredients.com

Eugene Ung
CEO
Best Formulations
City of Industry, CA
www.bestformulations.com
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Competency in research, develop-
ment, pilot production, stability evalu-
ation and product certifications should 
be, at the very minimum, key com-
ponents of any successful and viable 
contract manufacturer.

Combining the intellectual capacity of 
both marketer and contract manufactur-
er can shorten the lead time to market 
and assure all parties of the excellence 
of the product offering without incurring 
exorbitant costs.

Tricarico: Aside from leveraging 
a CM’s expertise when it comes to 
product manufacturing/development 
and supply-chain management, the 
biggest advantage to using a CM from 
the standpoint of a brand owner is that 
it allows you to focus more time and 
energy on sales, marketing and other 
initiatives to help you get your brand off 
the ground.

Eng: The reasons why working with 
contract manufacturers is highly en-
couraged include superior knowledge 
of sourcing, formulating, processing, 
manufacturing and packaging. Also, 
with regulations, facilities must follow 
cGMPs (current good manufacturing 
practices), and this is a very expensive 
investment. The brand marketer, how-
ever, is responsible for due diligence in 
labeling, to conduct its own audit. It is 
the contract manufacturer’s responsibil-
ity to produce safe products for human 
consumption, adhering to the strictest 
quality standards.

NIE: What are the top one or two 
questions finished product brands 
should ask a potential contract manu-
facturer? And what should acceptable 
answers be?

Tricarico: One question would be: 
“Are you cGMP?” This will give you a 
sense of the company’s level of quality 
standards. If a contract manufacturer is 
not certified by a respected third party, 
they should automatically be crossed off 
the list. A follow-up question would be 
“What other certifications do you hold?”

Another question would be, “Can we 
visit your facility?” Seeing is believing, 
and getting to meet with the team that’s 
going to be responsible for taking your 
idea and turning it into a reality is very 

important. The same can be said as it 
relates to actually seeing the facility 
in which your product is going to be 
made.

Ung: Aside from the typical questions 
of minimum-order quantities and capa-
bilities, brand owners should understand 
what differentiates that CM from others 
and should also conduct a facility audit.

CMs are typically good at certain 
things, so it’s important to understand 
their core strengths and areas of focus. 
Though they might be able to provide 
a wide range of products and services, 
it’s important to know if they outsource 
some of those things. A good CM will 
be very transparent with that type of 
information.

Along the lines of transparency, 
conducting a facility audit of the CM is 
critically important. A good CM will be 
organized, have in-house expertise to 
answer your questions, and you should 
come away with having a good sense of 
the type of business they are.

LeDoux: The first question should be 
to ask for evidence of financial stability. 
Ask for a balance sheet or a profit and 
loss statement. The second thing to 
ask for is evidence of inspections and 
reports of findings by federal and state 
authorities. The third thing should be 
a copy of the index for the Standard 
Operating Procedures and a copy of the 
product liability insurance policy.

Eng: We believe that asking for 
references from satisfied repeat custom-
ers that have similar products is key in 
building trust. Make sure your contract 
manufacturer has the following: GMP 

certification, proof of passing FDA 
(U.S. Food and Drug Administration) 
inspections, liability insurance and SOPs 
(standard operating procedures).

But never start with price. There are 
cut-rate operations out there, but that 
will be reflected in your final product.

NIE: In terms of quality control, what 
role does the contract manufactur-
er play, and how does this relate to 
responsibility for ensuring quality up 
and down the supply chain?

Ung: The CM plays a critical role in 
quality control to ensure the product 
is manufactured to the product speci-
fications. Our quality systems, size and 
scale allow us to support brands large 
and small in assuring the highest quality 
standards.

With that being said, it’s important for 
brand owners and CMs to have a good 
quality agreement which clearly indi-
cates who is responsible for what so that 
there’s no misunderstanding where the 
responsibility lies.

Tricarico: The contract manufacturer 
sits at the center of the quality control 
puzzle. An experienced contract manu-
facturer is going to have a robust quality 
system in place that’s been audited for 
several years by outside agencies.

They are going to have supplier 
verification processes, raw material and 
component testing processes, storage 
and distribution processes, manufac-
turing and backpacking processes and 
documentation to back it all up.

If they say they do something and 
they don’t have documents to prove it, 
that should be an immediate red flag.

NIE: Country-of-origin labeling (or 
COOL) is mandated by U.S. Code for 
meat, fish and other agricultural com-
modities, but it is not required for any 
other products, such as dietary sup-
plement ingredients. Should contract 
manufacturers voluntarily provide 
COOL info? Would finished product 
manufacturers be willing to use this 
info on bottle at retail, or does that 
solely depend on perception of value, 
such as “Madagascar vanilla”?

LeDoux: With the spread of the 
coronavirus, which initiated in a region 
in China, there is a greater sensitivity to 
country of origin. Frankly, I believe that 
materials should be disclosed to the 
brand in terms of their country of origin.

While it is true that many items are 
singularly produced in China today, 
including many active pharmaceutical 

“The CM plays 

a critical role in 

quality control to 

ensure the product 

is manufactured

to the product 

specifications.”
— Eugene Ung, Best Formulations
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ingredients, I think in the next several 
years there will be other companies in 
other countries, including the USA, that 
will commence production of basic raw 
materials for a variety of reasons.

Our policy is to fully disclose to our 
client partners the country of origin on 
all components that we utilize in our fin-
ished products. This is a matter of sound 
business policy and of transparency.

Tricarico: We feel that if a customer 
would like to know country of origin for 
the materials that are going into their 
product, they can certainly ask us for it 
and we will provide it. The use in mar-
keting materials, or on the label we feel 
is really based on the availability of that 
material as well as the perceived value.

However, a brand owner should be 
careful to make country of origin claims 
on a label as it would limit supply and 
could impact lead times on production 
if a CM is limited to certain regions to 
source materials.

Ung: This really depends on the 
brand owner as to how they want to 
label their products. Generally speaking, 
product labels should be accurate and 
not misleading. There is dual responsi-
bility between the brand owner and CM 
regarding labeling.

Typically, a good CM will support the 
brand with the information they need. 
For example, if a brand wants to list the 
country of origin for the various ingredi-
ents, the CM should be able to provide 
that information to the brand owner.

When it comes to product provenance 
or origin, our unique focus on consum-
er research inform the extent to which 
these characteristics signal value to the 
consumer. This helps make better label-
ing recommendations for customers that 
are seeking the added insight.

NIE: What does “traceability” mean 
to you? What should it mean for both 
brands and their products on shelf?

Tricarico: Traceability means superior 
lot tracking and overall documentation 
practices with organized record keep-
ing of that documentation. The master 
manufacturing record, as well as the 
Batch Production record for every lot of 
product produced, should document 
every step in the process of creating the 
desired finished good.

A brand owner should choose a 
manufacturer that is able to provide 
documentation on every step of the 
process, from sourcing to shipping 
and everything in between. This is why 
on-site audits and visits are so critical. 

At the brand level, there should also be 
SOPs in place for site audits, as well as 
recall procedures etc.

LeDoux: In the event there is a 
problem with a product found post-mar-
ket release, it is critical to a risk-based 
health system to have full traceability 
by lot number, batch records and raw 
materials procurement records in order 
to identify root causes of defects in the 
finished products, and to be able to ef-
fectively and efficiently initiate voluntary 
recalls or withdrawals from the mar-
ketplace in the abundance of caution 
principle.

Lot numbers of finished products 
that do not tie back to individual batch 
records, packaging records and raw ma-
terial procurement and testing records 
are of little or no value. The requirement 

to retain samples of all raw materials 
received is also mission critical to be 
able to test said samples to identify the 
potential problem, should one exist.

Ung: Traceability from a product-safe-
ty perspective refers to the ability to 
trace a particular lot of a raw material 
to the lots of finished products and vice 
versa. A good CM will have proper con-
trols and documentation in place related 
to product recall procedure, which will 
require this type of traceability.

Traceability can also refer to the 
source of the ingredients used in the 
products (i.e. the material comes from 
a certain geographic region, part of a 
plant/animal, etc.). CMs can typically 
get this information from raw material 
vendors, if that information is available.

NIE: Regarding the trend for “clean 
labels” and “simple ingredients,” how 
has this trend impacted dietary sup-
plement products in the U.S.?

LeDoux: Various forms of market 
differentiation have been on display in 
our industry for the past five decades. 
When I originally started in this industry 
in 1975, it was not uncommon to see 
sugar coated vitamin and mineral tab-
lets, colored with white titanium dioxide. 
Products made with starch as disinte-
grants, or lactose (milk sugar) as binding 
excipients, in the tableting process were 
common, as was the use of metallic 
stearates for lubrication.

Today, there is a desire to avoid 
sugars, starches or their derivatives and 
any metallic stearates, largely target-
ed to people with concerns regarding 
potential allergic reactions to these 
compounds. This is further evidenced 
with gluten-free preparations and other 
novel uses of extracts from rice and oth-
er natural products which have replaced 
many of the earlier forms of processing 
aids.

Ung: There’s no doubt that clean-la-
bel, simple ingredients are the consum-
er trends. We believe that this trend is 
positive for the industry as clean and 
simple imparts a feeling of safety and 
trust, which helps to grow the category.

From a technical, formulation and 
manufacturing perspective, clean label 
and simple ingredients can present 
some challenges. However, this trend 
isn’t going away, so raw material sup-
pliers and CMs have been working on 
product innovation to address these 
trends.

NIE: In the interests of transparency, 
what specific data and documentation 
should finished-product brands and 
CMs share with each other?

Tricarico: There should be a quality 
agreement as well as a supply agree-
ment put in place that clearly outlines 
the commitments and expectations the 
brand owner and manufacturer are mak-
ing to each other. But, at minimum, the 
brand owner should supply complete 
product specifications, including desired 
finished product testing.

The CM should supply, at minimum, a 
formula sheet, a supplement fact panel 
and a fully inclusive finished product 
COA. The contract manufacturer should 
also welcome site visits and audits on 
an annualized basis. There shouldn’t be 
any surprise when it comes to how a 
CM is going to make the product to the 
specifications provided.

NIE: Should finished product  
companies ask potential CMs about 
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how they deal with testing problems, 
raw material supply issues, FDA in-
spections and auditor inspections? If 
so, please expand.

LeDoux: Our company has a philos-
ophy that there are no secrets when it 
comes to the safety of consumers and 
products they consume. Therefore, 
under contract and appropriate confi-
dentiality and quality agreements we 
share everything with our client part-
ners. Surprises should be positive, not 
negative experiences!

Ung: Brands and CMs should work 
together to develop a good finished 
product specification so both are on the 
same page. The data and documenta-
tion will flow from the product specifica-
tion. For example, if the product is to be 
claimed as “organic,” then that needs 
to be clearly identified on the finished 
product specification and there will be a 
series of documents required to support 
that.

Generally speaking, CMs should be 
transparent with any ingredient in-
formation. Beyond technical product 
information, exchanging consumer and 
category insights can create great syn-
ergies between the two. Our access to 
market research creates unique value for 
our brand partners, fueling innovative 
consumer solutions.

Tricarico: Yes! The CM should be 
able to explain the process from start to 
finish. That includes understanding what 
the raw material supplier verification 
process looks like, how materials and 
components are tested once they are 
received, how they are stored, how they 
are released into production, what test-
ing goes on during and after production 
and packaging processes are complete. 
And they should be able to let you know 
how they handle deviations or unex-
pected hiccups.

NIE: Regarding certifications, there 
are a variety of seals, standards and 
certifications being used. What should 
finished-product manufacturers ask to 
make sure that the accreditations or 
seals being used are meaningful?

LeDoux: A group of industry lead-
ers is working on this under the Sup-
plement Safety Compliance Initiative 

(SSCI), which is a retailer-driven initiative 
seeking to establish benchmarks for 
inspections of manufacturing facilities 
and processes.

Too often in the past, companies have 
run afoul of FDA warning letters shortly 
after having been given a passing bill of 
health by an independent GMP-certify-
ing body that is a private corporation. 
At SSCI we are actively working on final-
izing 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 agency findings, and to 
reduce “audit tourism” of multiple fa-
cilities. This will strengthen the value of 
these third-party certifications and open 
up the opportunity to extend the pro-
cess further downstream (or upstream) 
to the raw material providers.

NIE: Related to contract manufac-
turing (or using CMs), what would 
you like the industry to know about 
your proprietary technologies, your 
services, your sourcing, your systems 
or something else?

LeDoux: In essence, NAI’s reputa-
tion 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 operating 
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 Switzer-

land, we service the needs of customers 
serving over 40 countries worldwide.

We are the only company to have 
certification by the Australian Therapeu-
tic Goods Administration for 19 consec-
utive years, and we have Swissmedic 
certifications of our Swiss facilities. 
Likewise, we are an organic processor 
in the USA, and have been involved in 
leading the charge for better transpar-
ency in regulations and testing for four 
decades.

Our CarnoSyn IP has been one of the 
most successful products of its genera-
tion in both sports nutrition and in the 
growing category of healthy aging.

Ung: Best Formulations has been pro-
viding contract manufacturing services 
for over 30 years. We specialize in soft 
gel manufacturing, two-piece hardshell 
capsules, tablets, powders, teas and 
also have full turn-key packaging capa-
bilities. We have distanced ourselves 
from other CMs through innovation, 
quality and consumer insights.

Best Formulations has one of the 
strongest R&D innovation, product 
formulation and technical teams in the 
industry. We’re internationally recog-
nized as the leader in vegetarian soft gel 
innovation and our ability to encapsu-
late difficult “paste” formulas. The vast 
majority of the products we manufacture 
are complicated, unique differentiated 
formulas.

We provide peace of mind for our 
customers. And Best Formulations 
has robust in-house laboratory testing 
capabilities. A full 10 percent of our staff 
is in the quality operations department. 
In fact, quality has been the cornerstone 
of the company’s values and a point of 
differentiation.

Consumer insights are how we stay 
on the forefront of new product devel-
opment, innovation, and trends and 
how to connect brands with consumers. 
Unlike most other CMs, we do our own 
consumer research to understand the 
new trends consumers are interested 
in. If we can better directly understand 
what the end consumer wants, then we 
can better offer solutions to meet those 
needs. NIE

Extra! Extra!
Visit www.niemagazine.com  

to read about Mark LeDoux’s  
thoughts on the role

contract manufacturers play
in quality control.
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Silver Anniversary
1995 2020

1995
1. One year since the passage of 
the Dietary Supplement Health and 
Education Act of 1994 (DSHEA).

“I well remember the incredible grass-
roots effort for getting DSHEA passed in 
Congress,” said Professor Gene Bruno, 
MS, MHS, RH(AHG), Huntington College 
of Health Sciences. “We collected thou-
sands of signatures from people who 
shopped at retail vitamin stores. Almost 
everyone was behind it and rooting 
for its success. This particular issue 
had broad bipartisan support and is an 
excellent example of how all sides of 
the political spectrum can work together 
to achieve something that is important 
to their constituents, and truly benefi -
cial to the health and wellbeing of the 
American public. To me, DSHEA was the 
critical law that helped take the dietary 
supplement industry to the next level in 
its evolution.”

2. The White House 
Commission on 
Dietary Supplement 
Labels issues its 
report on future reg-
ulation of this prod-
uct category.

1997
3. FDA (U.S. Food and Drug Ad-
ministration) advised Pharmanex, 
the manufacturer of the Cholestin 
supplement, that the product was a 
drug requiring FDA’s approval. Coun-
sel for Pharmanex maintained that 
red yeast rice was an ingredient with 
a documented history of food use.

1996

The natural product and dietary supplement industry has gone through a 
number of changes since Nutrition Industry Executive’s (NIE) debut in 1995. 
In honor of the magazine’s 25th anniversary, we took a look back at some 
of the industry’s major milestones, and reflect on the impact, challeng-
es and evolution of the dietary supplement and natural products industry 
since the magazine’s inception. We also asked NIE’s contributors and other 
experts what they consider the most significant events and how those 
events have shaped—and continue to shape—the industry.

By Janet Poveromo and Lisa Schofi eld

Steve Mister, president & CEO of 
the Council for Responsible Nutrition 
(CRN), noted that FDA basically said 
if a drug was on the market fi rst, then 
they get the monopoly on the product. 
If the supplement was on the market 
before the study of the drug, then the 
two markets have to share the ingre-
dient. Supplements can make one set 
of claims for it and drugs can make 
disease-like claims.

“We are starting to see more and 
more overlap as science advances,” 
Mister noted. “One example right now 
that is huge for the industry is CBD oil. 
FDA’s problem with CBD has nothing 
to do with the fact that it’s related to 
marijuana. FDA’s problem with CBD 
oil is around this provision with the 
Pharmanex case and the fact that if 
CBD was studied fi rst as a drug before 
it was on the market as a supplement 
then this provision that says drugs get 
the monopoly.”

“This was the fi rst major case of its 
kind,” said Darrin C. Duber-Smith, 
senior lecturer, Metropolitan State Uni-
versity of Denver, CO. “ The red yeast 
rice-based product was processed 
too far beyond its natural state, and 
according to the FDA, was considered 
a drug since another company already 
had a similar ingredient in the patent 
process. At least that’s the gist of it. 
Ultimately, marketing the product to 
pharmacists as a cholesterol reducer 
didn’t help the company’s case, and 
there are certainly lessons here for 
emerging CBD products.”
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1998-
1999

2002
2004

2005-
20062003

4. D.C. Circuit Court of Appeals 
handed down its decision in Pear-
son v. Shalala. A federal appeals 
court ruled in January that the 
FDA must allow “qualifi ed health 
claims” on supplements—that is, 
claims that include qualifying lan-
guage to prevent them from being 
misleading to consumers. 

7. Fish oil supplements garner serious 
consumer interest after the American 
Heart Association’s scientifi c statement 
on the benefi ts of fi sh and fi sh oil 
supplements for cardiovascular disease 
(CVD) is published in Circulation.

9. The Miller meta-analysis pub-
lished in the Annals of Internal 
Medicine concludes that high doses 
(400 IU) of vitamin E daily could do 
more harm than good.

10. The adverse event reporting (AER) 
law is passed, requiring that companies 
submit serious AERs to the FDA.

“I think [this is] important for sever-
al reasons,” said Mister. “First of all, it 
amended DSHEA and it was the fi rst time 
there was a really substantive change 
to DSHEA since it passed in 1994. So it 
showed that this law was not frozen in 
time and could never be touched.

“For a second standpoint, I think it 
serves as a model for how we can amend 
DSHEA in the future. There are conver-
sations now, such as should there be 
a product listing or registry at FDA of 
products and there’s some concern about 
how do we do that without having the 
other side ask for 
things that we’re 
not prepared to 
give.

“The third 
thing that is 
really important is as an industry we said 
that we are going to allow FDA to see our 
adverse events. And at the time, that was 
even more than what drugs were doing. 
And I think we had a great ability over 
the last 12 years to point to that and say, 
look, this is an industry that really is very 
safe,” he said.

“This signifi cant event represented 
solid recognition that nutritional supple-
ments can have medicinal effects, which 
for marketers making structure/function 
claims, was really a good thing,” added 
Duber-Smith. “Adverse events mean that 
the stuff works, unlike magic potions and 
snake oil; and this sort of validation was a 
long time coming.”

8. Dietary supplements containing 
ephedra are banned Dec. 20.

“Few events have had such a profound 
effect upon the dietary supplement indus-
try as the banning of ephedrine group 
alkaloids,” said Bruno. “Some compa-
nies ended up claiming bankruptcy, and 
others lost a signifi cant amount of their 
sales. It was painful to watch—not only 
due to the fi nancial harm it did to the 
industry, but because the decision to ban 
ephedrine group alkaloids was not based 
upon science, but rather upon politics—
presumably to protect the public. True, 
there were people who misused these 
products, some of whom had heart condi-
tions and shouldn’t have been using them 
at all (in defi ance of label warnings) and 
so experienced ill effects, including—in 
a few cases—death. Nevertheless, when 
used correctly, many of these products 
had signifi cant benefi ts, and it’s really a 
shame that they were banned.”

“The FDA’s line in the sand,” said 
Duber-Smith. “Described by some as an 
amphetamine-like stimulant that in small 
doses, makes for a good decongestant, 
but in larger doses raises blood pressure. 
The company I worked for in the mid-90s 
sold two such products and they were top 
sellers. Attributed to causing 155 deaths 
and at one point representing up to 62 
percent of herb-related poison control 
center results, ephedra (ma huang) came 
to a very unceremonious end. The fear 
that dozens of other ingredients would 
follow, however, failed to materialize.”

2000

2001

5. FDA’s fi nal rule on structure/func-
tion claims. Seen in general as a vic-
tory for the supplement industry, the 
FDA increased the number of claims 
that could be made for supplements 
and narrowed its defi nition of dis-
ease, rather than broadening it as 
the agency originally had intended.

6. Following the Sept. 11, 2001 ter-
rorist attacks, internet marketers and 
a few branded manufacturers touted 
supplements as remedies for bioter-
rorism. A coalition of industry groups 
issued a statement warning members 
to refuse to stock or sell products that 
were presented as anthrax treatments.
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2007
11. The fi nal good manufacturing 
practices (GMPs) rules specifi c to 
dietary supplements are published.

2008
12. A three-year rollout of the Feder-
al cGMPs (current good manufactur-
ing practices) for dietary supplements 
begins.

“GMPs of course, really transformed 
the industry,” Mister said. “It took 
years before they were fully operation-
al—they were fully applicable in 2010. 
I think having GMPs gives consumers 
assurance that the products are well 
made, and although we still have some 
hurdles—we still see FDA reports that 
some manufacturers are not 100 percent 
in compliance—we know we have some 
room to get better. But overall, GMPs 
are giving consumers a degree of assur-
ance that they didn’t have otherwise.”

“It took too damn long, but a 
legitimate industry needs GMPs,” said 
Duber-Smith. “This event reminded me 
of the relative slowness of regulatory 
efforts compared to the speed of free 
enterprise, an unassailable truth to 
which our industry owes a great debt of 
gratitude.”

“GMPs have been a milestone for 
the industry for many reasons,” noted 
Joe Weiss, president of Nutrition 21 
(Purchase, NY). “The manufacturing and 
testing of products is regulated by FDA 
to ensure safety, quality and effi cacy. 
This is critical for consumer confi dence 
and trust in dietary supplements. 
However, compliance has been uneven, 
and as the ABH recall has shown, brand 
owners need to be aware of regulations 
and do their homework to make sure 
their contract manufacturer is 100 per-
cent compliant.”

2009-2010

2012

2013

2014

2011
13. NPA announces that more than 300 natural personal care products have 
been certifi ed through its two-year-old natural standard certifi cation program.

15. AHPA (American Herbal Products Association), CHPA (Consumer Health-
care Products Association), CRN, NPA (Natural Products Association) and 
UNPA (United Natural Products Alliance) join together to call for an over-
haul of the FDA’s Draft Guidance for Industry: Dietary Supplements: NDI 
(new dietary ingredient) Notifi cations and Related Issues.

16. The FDA announced plans to reissue a revised draft guidance NDIs used 
in dietary supplements.

17. Scientists at NSF Internation-
al and the U.S. Army Research 
Institute of Environmental Medicine 
publish a research paper confi rm-
ing that 1,3 dimethylamylamine 
(DMAA) is not present in geranium 
and pelargonium species, or their 
essential oils.

18. President Obama is asked to label GMOs (genetically modifi ed organ-
isms). Vermont Governor signs GMO Labeling bill, which went into effect in 
2016 and was preempted by federal law two weeks later.

14. President Obama signs the FDA 
Food Safety and Modernization Act 
(FSMA)
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2015
19. Farm Bill allows for hemp to be 
cultivated for purposes of research

“This was a good start toward even 
broader deregulation of a very eco-
nomically lucrative product category,” 
said Duber-Smith, “but industry acted 
a bit too rashly by allowing products 
into the supply chain that didn’t check 
all the boxes. Consumers rely on nat-
ural products retailers to be the gate-
keepers of what’s natural and what’s 
legit, a key differentiatior for sure.”

20. The New York State attorney 
general’s (NYAG) offi ce accused 
four major retailers of selling fraud-
ulent and potentially dangerous 
herbal supplements and demanded 
that they remove the products from 
their shelves.

“I think the NYAG issue from 2016 
was the closest thing to an existential 
crisis for the industry since ephedra,” 
Mister said. “That could have gone 
much, much worse for the industry. I 
have to pat CRN on the back a little 
bit because I think we were instru-
mental in diffusing that situation both 
with the media and the consumers by 
demonstrating that the DNA testing 
was fl awed, that it was putting a round 
peg in a square hole. I think we did a 
really good job debunking this notion 
that DNA was the be all and end all 
test for supplements. It certainly kept 
other AGs from joining the lawsuit. 
They were trying to get other states to 
join with them and no one else did.

“We were able to recover from 
that,” Mister said. “Sales were back 
up. There was a little bit of a hiccup 
there, but they came back.”

2016

2018

2017
21. Federal GMO Labeling bill 
passage

23. Hemp status gets update in U.S. 
Farm Bill proposal—will be removed 
from controlled substances list.

22. Amazon buys 
Whole Foods for 
$13.4 billion

“This acquisi-
tion was both a 
sign that e-com-
merce integrated 
brick-and-mortar stores are here to 
stay (Amazon is building many more) 
as well as an indication that the 
natural products industry might fi nally 
be maturing,” said Duber-Smith. “Re-
cent chain closures like Lucky’s and 
Earth Fare are not a good sign, and 
an impending global recession will 
only usher in slower growth. Younger 
customers remain elusive, and natural 
products retailers are having a more 
diffi cult time than ever differentiat-
ing their brands from mainstream 
retailers that offer many of the same 
branded products in addition to 
non-natural brands they prefer. It 
remains to be seen what Amazon 
will ultimately do with Whole Foods, 
which still struggles with growth. 
Look for another big round of con-
solidation like we saw in the 90s as a 
sign that the industry has entered the 
maturity phase of its life cycle.”
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24. The World Health Organization 
recognizes the coronavirus outbreak 
as a pandemic on March 11, 2020. 
As the stock market plunged, natural 
product retailers, ingredient suppli-
ers and product manufacturers adapt 
to a changed world, while striving to 
meet consumer demands, and keep 
staff members and communities safe.

25. Nutrition Industry 
Executive magazine 
celebrates its 25-year 
anniversary.

“I remember seeing Dan McSweeney 
(VRM Media’s publisher) in the booth 
at Vitamin Retailer’s (VR) fi rst Expo (my 
third),” said Duber-Smith. “I was still at 
Zand Herbal Formulas, and we talked 
for a while. New Hope Natural Media, 
a company I worked with extensively 
on a consulting level, was right across 
the street from us and truly was the 

Goliath of the industry. In many ways 
it still is. I admired this David (Daniel) 
and have enjoyed both VR and NIE for 
many years. I am now a university busi-
ness professor and an industry observ-
er. This is my 800th media interview in 
the past 25 years, I’m happy to say that 
my fi rst very fi rst one was with Dan. It’s 
nice that we are all still here.”

“Nutrition Industry Executive blazed 
a trail by offering suppliers like Sabin-
sa that have substance behind their 
ingredients a forum to educate brand 
manufacturers and marketers,” said 
Shaheen Majeed, president worldwide, 
Sabinsa, East Windsor, NJ. “Before 
NIE, there was far less opportunity to 
provide that information on a broad 
scale and to convey research on an in-
gredient’s safety and effi cacy. NIE also 
allowed for a higher level of technical 
detail to be shared, since previously 
the publications were written for the 
entire industry, not just brands.

“Kudos to Dan McSweeney, who also 
launched Vitamin Retailer prior to NIE, 
which was the fi rst trade publication to 

focus exclusively on the supplements 
side of the business. Dan has had a 
profound impact on the success of the 
industry through his publications.”

“Congratulations to the Nutrition 
Industry Executive team for celebrat-
ing this momentous anniversary!” said  
Sébastien Bornet, vice president global 
sales & marketing for Horphag Re-
search USA Inc. (Hoboken, NJ). “Trade 
media is part of the foundation for 
advancing the nutritional supplement 
industry and serves as a vital tool for 
educating manufacturers and industry 
leaders on the trends and news making 
the most impact on the category. The 
Horphag Research team has been priv-
ileged to work closely with Russ Fields, 
Janet Poveromo and the entire editori-
al team for the last 25 years, and they 
have been pivotal partners helping our 
company, Horphag Research communi-
cate on the science and advancements 
of our branded ingredients Pycnoge-
nol and Robuvit. NIE is an important 
partner as we look forward to working 
together for the next 25!”

2019-2020
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Dr. Stephen DeFelice coined the 
term “nutraceutical” from “nutri-
tion” and “pharmaceutical” in 
1989, and in 2020 it’s still yet 

to be clearly defi ned or internationally 
accepted. How is quality measured across 
all segments of the manufacturing process 
when there are no set standards? In a 
customer-driven industry that constantly 
changes to meet the trends and demands 
of the market, the global raw material 
industry is shifting from being a mere 
supplier to being part of a business’s 
standard operating procedure (SOP) 
process. Manufacturers not only want to 
know every detail of the growing process 
but where the fi nished product is going. 
Extending the control of the supply chain 
management to “growing,” and then a 
step further to post manufacturing with 
track and trace and serialization, improves 
the integrity of the overall supply chain.

Nutraceutical manufacturers are 
required to consistently produce quality 

products at competitive prices, meet the 
demand of their consumers and regula-
tory bodies, all while managing a healthy 
bottom line.

In a market saturated with more of 
the same products, manufacturers want 
it all to gain competitive advantage in 
the marketplace. I want a product that is 
grown biodynamically based on regenera-
tive principles on a family owned forest in 
Indonesia. The land is rich in fertilizer from 
the teak canopy that provides just the 
perfect amount of shade to grow the very 
best product in the world. And as a manu-
facturer I will develop a SOP that provides 
proper training for the growers, pickers 
and packers and further to maintain the 
integrity of the land. As a responsible 
manufacturer I want to maintain control of 
my stock with track and trace capabilities.”

In the global supply chain, verifi cation 
and testing are vital in maintaining quality 
and sustaining the market. Once the 
ingredient quality has been verifi ed, the 

next and also critical step is to defi ne the 
manufacturing area. Choosing an estab-
lished GMP or cGMP (good manufacturing 
practices and current good manufacturing 
practices) ensures that nutraceuticals en-
tering the market meet specifi cations for 
purity, strength, and composition. While 
GMP regulations provide the groundwork 
for manufacturing practices, it is the SOP 
that is the true infrastructure of prod-
uct development. Many nutraceuticals 
possess multiple therapeutic properties 
which also means additional ingredients, 
so when comparing SOPs in the nutritional 
space versus the pharma space, the task 
is far more daunting in nutraceuticals due 
to the number of ingredients in many 
formulations.

Nutraceutical manufacturers need to 
keep up with the FDA’s (U.S. Food and 
Drug Administration) compliance stan-
dards, according to Rule 21 CFR Part 111. 
cGMPs work very much like the Kaizen 
philosophy implemented in the auto 

IngredientIntegration

By Anand Rajan
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industry, where suppliers and manufactur-
ers are expected to monitor, record and 
improve on their processes.

• Implementing cGMPs—following the 
Dietary Supplement Health and Education 
Act of 1994 (DSHEA) to make sure cGMPs 
are being met;

• Careful classification—as dietary sup-
plements, nutraceuticals must be strictly 
controlled when it comes to their classi-
fication used in marketing; a most recent 
example was made of a manufacturer in 
New York, who was found to be flouting 
these norms, where products were re-
called from as far back as seven years ago!

• Data capture—FDA-regulated man-
ufacturers have to keep accurate and 
precise records for all their systems and 
processes, and trace supplement products 
down to the lot number;

• Labeling—labeling rules and regula-
tions are stringent for dietary supplement 
products. Besides, nutraceutical providers 
need to submit data that confirms the 
ingredients used in the product are safe 
for human consumption, validated by tests 
either in house or at well know third-party 
labs.

Meeting these regulations ensures that 
manufacturers of nutraceuticals and their 
partners, are in compliance.

Clean and Validated
A crucial step in developing and maintain-
ing these SOPs is continuous cleaning and 
validation. To prevent and minimize cross 
contamination of products, especially 
when there is batch-to-batch change over 
or a completely new product run. As part 
of that, it is important that manufacturers 
design their manufacturing space follow-
ing a process of QBD (quality by design); 
quality will be the end result of the design 
that is set up in your manufacturing 
process. Quality cannot be achieved by 
having a single test or a single procedure; 
it has to be designed into the way the 
facility is run, so quality by design would 
be the mantra for manufacturers to follow. 
This includes selecting the right equip-
ment for the right applications, ensuring 
that you follow the right cleaning and 
validation SOPs and more importantly, 
training the operators. Continual training 
is critical in ensuring that operators are up 
to date with the most modern practices 
and understanding of how the equip-
ment is operated and how to ensure that 
products are moved safely. This delivers 
the best result for the consumer when they 
are able to receive both safe and effective 
products.

The other part of product quality is how 

we define the organizational structure; 
many nutritional companies look at the 
quality department as a policing of the 
manufacturing facility—they, in fact, play 
a vital role hand in hand with the sales 
and operations divisions to ensure that 
the customer is getting the product he 
or she wants. Quality, when defined in 
an organizational context, has a greater 
role to play in the nutritional industry 
and it is therefore also important to have 
the quality positions separate from the 
business. This allows them to ensure that 
there is enforcement and prevents them 
from sourcing to the pressures of business, 
so while designing the organizational 
structure for quality, it is vital that business 
is kept at arm’s length.

Track & Trace
If you are in the business of manufacturing 
or distributing dietary supplements or 
nutraceuticals, then you need to be able 
to track and trace all ingredients in your 
products. Tracking includes products, raw 
materials being used, test results of stated 
raw materials, certifications (halal/kosher/
non GMO (genetically modified organ-
ism)/vegan, etc.), regulatory compliance, 
and product specification performance.

As part of a track-and-trace solution, 
what is also included to ensure quality is 
an automated vision system for inspec-
tion. Inspection can include verification 
of any number of facets in the packaging 
process—color of the container, level of 
liquids to a specified fill line in a bottle, 
color of the product going into a con-
tainer, orientation of a container along 
a conveyer belt and so on. From a track 
and trace perspective, what is most vital 
is the inspection of the label, verifying the 
quality of the unique identifying number 

applied at the level of a sellable unit, 
which will be used to track the product 
through the supply chain. In pharma, this 
is known as “serialization.”

In other industries, it is the process of 
generating and applying a unique alpha 
numeric number, in addition to such data 
as expiry dates, lot number and other 
valuable date germane to a particular 
manufacturer. This is quite similar to seri-
alization, but without the need to conform 
to the GS1 numbering schema found in 
the regulations which govern the pharma 
industry.

The process is accomplished at the 
manufacturing plant during the packaging 
process, on the packaging line itself. The 
data created can then be captured at the 
enterprise server level, to be made avail-
able to other partners within a manufactur-
er’s supply chain. In doing so, we invoke 
a process which establishes the chain of 
custody as the product moves from man-
ufacturing to warehouse to distribution 
and finally point-of-sale. With the addition 
of geo-location and other such intelligent 
facets of track and trace solutions, we 
begin to add elements to protect against 
counterfeit goods entering the supply 
chain. Geo-location, to some degree, can 
also help mitigate the “grey market” issue, 
whereby inventory intended for a specific 
market mysteriously appears in another 
due to nefarious activity.

The industry is adopting technology to 
ensure that products are safely delivered 
to customers and preventing the sale 
of spurious or counterfeit products. The 
implementation of track and trace systems 
in the pharmaceutical industry, has paved 
way for the adoption of this benchmark 
in the nutritional space, albeit not as a 
mandate at this point.

The ability to trace the individual prod-
ucts, right up to the point of sale, allows 
for targeted quarantine of at risk finished 
products, and the ability to make informed 
decisions regarding products already with 
customers. It also helps with processing 
warranty claims and averting costly large-
scale recalls. NIE

Anand Rajan is a 
mechanical engineer 
with an MBA in mar-
keting. With more than 
eight years of experi-
ence in pharmaceutical 
machinery sales over 
numerous geographies, 

he is currently heading the engineering 
business for ACG in North America, with 
a focus on custom solution delivery.
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ransparency: a popular word that 
companies, leaders and executives 
toss around so much that the word 
itself is at risk of becoming endan-

gered and losing its real meaning. If a com-
pany says it’s transparent, that means the 
company is honest and trustworthy, right? 
Let’s hope so, but nowadays, transparent 
could just mean that I’m trying a tactic to 
get your buy-in or sell you something.

Plato said, “The worst of all decep-
tions is self-deception.” Could it be that 
our overuse of the word transparency in 
our marketing, CEO-speak and company 
hyperbole is causing us all to be a little 
self-deceptive? Transparency is a sacred 
word and by far one of the most valuable 
tools in your public-relations toolkit if used 
correctly. Tempering your use of the word 
transparency is vital to protecting its mean-
ing, and using transparency correctly in your 
organization and with others is paramount 
to building trust and credibility.

What is Transparency?
The dictionary defines transparent as being 
open, frank and candid. The first thing we 
should recognize when talking about the 
importance of transparency with employees 

and customers is that people generally do 
not buy into companies, but rather they buy 
into people. Therefore, telling the truth is 
critical. You cannot build trust without hon-
esty and at its core this is what transparency 
is all about. The goal with being transpar-
ent is to answer questions before they are 
asked. In many cases, this may mean you 
cannot wait for the marketing team to put 
together a slick presentation outlining the 
facts of a situation. If you do this, you could 
risk being too late and losing trust.

When you say the words, “I’m being 
transparent,” imagine what that word looks 
like, and that’s exactly how you have to be, 
so sheer as permitting light to pass through. 
This means that transparency can be a 
little raw, gritty and not so pretty, but that’s 
exactly what makes it honest and relatable, 
which is what you want. In a sense, you want 
others to see what you see, before they 
create their own assumptions about the 
situation, which could be the furthest from 
the truth.

When Should You Be Transparent?
There is a time and place for transparency, 
and there is a difference between honesty 
and oversharing. Not everyone needs to 

know everything all the time, and if you are 
in a leadership position it is important to 
understand the difference between truth 
telling and therapy sessions.

First and foremost, do not incite unnec-
essary panic or fear with transparency. For 
example, it’s not wise to schedule an emer-
gency meeting about something that hasn’t 
happened yet. Doing this could result in 
poor decision making from team members.

Being transparent with employees is not 
a substitute for meeting with a therapist. 
It’s true that for most successful people it 
can be lonely at the top. If you find yourself 
unable to discuss how you feel with col-
leagues around the “water cooler” because 
you are the boss, perhaps booking a weekly 
therapy appointment to discuss feelings 
of uncertainty is a safer environment and 
will help you avoid turning team meetings 
into therapy sessions. How we feel about a 
situation does not always equal the truth of 
a situation. Don’t confuse sharing feelings 
with sharing truth when it comes to being 
transparent. You may feel your business is 
on the verge of ruin if the stock market has 
crashed, a key sales person has quit or an 
important meeting or conference has been 
canceled; however these events may not 
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impact your business at all.
On the opposite end of the spectrum, 

some executives actually shut down com-
pletely when they get scared or are going 
through difficult seasons. This is not good 
either. One of the most important times to 
be transparent is during a crisis. Mistrust 
and fear spread like wildfire when commu-
nication fades. During a crisis or bad season 
you want to communicate more frequently, 
but do so calmly. You want to be direct, 
informative and sincere. For example, if 
layoffs at your company are inevitable, 
start communicating that early and what 
the plan of action will be, even if you don’t 
have it fully sorted. This gives other people 
time to mentally and physically prepare for 
a change. Always keep in mind that the 
unknown is actually more difficult for people 
to deal with than the painful truth.

Questions to Ask Before You Share
How do you know if you should share 
information in the name of “transparency” 
or not? There are a few questions to ask 
yourself before you make the call, meet, 
tweet, share or send a communication:

Is it appropriate? Some information is 
just not appropriate or necessary to share 
with others. Social media can really get us in 
trouble in the oversharing department, like 
the tweet from Tesla CEO Elon Musk calling 
the coronavirus panic “dumb.” There are 
unfortunately tons of examples of this direct 
honesty that cause people to lose clients, 
jobs, customers and credibility. Social 
media, although it seems casual, is a public 
forum no matter how private you think your 
settings are, so it’s a good place to practice 
tempering your transparency.

Is it based on fear or fact? These words 
may look similar but do not confuse them 
when being transparent. Fear is not the 
same as fact. Do not share if you do not 
have the facts. Sharing speculation and fear 
will only create more confusion and upset. 
It will also make you seem conflicted as a 
leader. What’s worse is widely polling others 
about what you should do. Polling your 
team is appropriate for deciding a date for 
the holiday party, not to determine next 
year’s bonus structures or if everyone should 
work remotely or not. If you are not sure 
how to approach a problem, consult with a 
professional, come up with a plan and then 
communicate with clarity and authority.

Am I feeling upset, emotional, pan-
icked or rushed? If your answer is yes to 
any of these feelings, step away from mak-
ing any statements, writing emails or calling 
a meeting. Transparency does not mix well 
with these emotions. The best course of ac-
tion to take, is to write down your thoughts 

to get it out of your head, walk away and 
come back later and see if you feel the 
same way. You may decide to trash the 
communication entirely, or you may decide 
you need to temper your transparency on 
how you feel so that your direction can be 
more clearly heard.

3 Ways to Communicate More 
Frequently
When communication is absent, trust 
quickly fades. We live in a highly connect-
ed world that is dependent on real-time 
information. If you do not have a consistent 
and regular communications strategy in 
place you will be in a bind when a crisis hits. 
Take inventory of your communication tools. 
Are they outdated? Are they effective? Are 
they being used frequently? Here are some 
newer technology tools that can help you 
proactively communicate more frequently 
with your customers and team members:

1. Create a LinkedIn or Facebook 
Group: You know what they say, if you can’t 
beat them join them. Go to where your 
audience is already spending the majority 
of their time. That might be on Facebook or 
perhaps on LinkedIn. Both of these social 
media platforms allow you to create private 
groups where you can invite certain people 
to receive instant updates as needed. The 
great benefit of setting up a group, versus 
a page, is that anytime you have an update, 
everyone in your group will get privately 
pinged to go check out what you have to 
say, whereas a company page is dependent 
on the algorithms in the social media plat-
form to be seen and pages are also open to 
anyone.

2. Vlog it Out: Who has time to read 
blogs anymore? If you want to virtually 
connect with others without taking time 
for editing and spell check, hit the record 
button and start a vlog (or video log). You 
can create your own channel on YouTube 
or share on any social media platform. It’s 
easy to do from anywhere as long as you 
have your smart phone, tablet or computer. 
Purchase a tripod for your device, flip the 
screen and simply hit record. As a busy 
executive, your team and customers may 
not always get to see you, but through vlog-
ging they can. Plus, when you deliver your 
communication, different from the written 
word, you can really get your points across 
through your voice inflection and body 
language. It’s almost as good as having you 
there in person, so your chance of bonding 
and believability is higher.

3. Launch a Flash Briefing: One of the 
unexpected benefits of starting my flash 
briefing, “The Pitch with Amy Summers,” on 
Amazon’s Alexa smart speaker platform, is 

that it has become a consistent way for me 
to mentor my team. The purpose of my un-
der-three-minute daily microcast is to give 
communication tips, but many times I’m 
sharing real-life examples from my career 
and from Pitch Publicity. The advice I give 
on the microcast is often the same guid-
ance I would give to encourage, motivate 
or problem solve with my team members, 
which is why I ask them to tune in every 
day. Not only do they get a communication 
tip to start their day, they often get to hear 
some behind-the-scenes stories on daily 
challenges I face in my CEO role and how I 
handle these issues, which helps to create 
more connection and perspective with my 
team. Flash briefings are also a great tool 
to stay connected and at the forefront of 
your customers’ minds on a regular basis. 
They don’t even have to search for the 
information, all they have to do is ask Alexa, 
“What’s my flash briefing?” or “What’s my 
news?”

Transparency is sacred to your organiza-
tion because it equals trust, especially if it is 
used correctly and consistently. Transparen-
cy should never be positioned as a feature 
of your business. You shouldn’t have to say 
you are transparent in an advertisement. 
Transparency should be practiced by all 
leaders and organizations at all times. Trans-
parency is the reality of the situation; it is 
who you really are at your core and reflects 
truth. How and when you share this truth is 
critical to the believability and credibility of 
you and your organization. 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 experience 
working with major 

clients in the natural products industry to 
increase visibility and exposure to targeted 
audiences through national publicity expo-
sure 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, NY.

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.
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W
here once a supplement 
ingredient may have taken 
all of the glory, individuals 
and brand owners alike are 

increasingly aware of the importance 
of the supplement delivery technology 
and the role it can play in meeting their 
personal health goals. This comes as 
the ways in which consumers defi ne and 
cultivate health continues to expand, 
with people across the globe more will-
ing and equipped to take responsibility 
for their wellbeing and making choices 
that will support their aspirations to live 
longer, healthier and more fulfi lled lives.

Indeed, today’s aspirational, val-
ues-driven consumers are more aware 
of, and concerned about, what they 
are putting into their bodies, including 
where a product came from and how it 
was sourced. The ingredients that make 
up the products consumers use and how 
they contribute to—or detract from—a 
healthy lifestyle are therefore under in-
creased scrutiny. It is this close attention 

to transparency and traceability that has 
played an important part in the manifes-
tation of the trend for cleaner, more nat-
ural and responsibly made supplement 
products. As such, those with more 
natural and clean-label origins, such as 
herbal and botanical supplements, align 
ever more closely with the needs of this 
expanding consumer group.

To deliver truly consumer-centric herb-
al supplement products that also sup-
port a clean-label positioning, however, 
it is also the responsibility of the brand 
owner to make sure that all parts of their 
supplement product and operations are 
able to satisfy these requirements—from 
the ingredient sourcing and process-
ing, right through to the supplement 
delivery system. The dosage form not 
only plays an integral role in ensuring 
the successful delivery of ingredients 
and optimizing product effi cacy, but it 
should also work symbiotically with the 
supplement ingredient to help deliver 
the results that consumers are looking 

for. Capsules, in particular, are a popular 
dosage form for today’s consumers, with 
research commissioned by Lonza show-
ing that capsules remain the preferred 
dosage form of choice for 42 percent of 
consumers, thanks to their convenient, 
versatile and easy-to-swallow properties.  
In addition, however, the expanding 
variety of advanced, vegetarian and 
clean-label capsule technologies now 
available on the market create more 
opportunities than ever before for 
brand owners to leverage the consumer 
appeal offered by herbal and botanical 
ingredients and deliver supplement 
solutions that align with their increasing-
ly aspirational preferences.

Why Are Herbal Supplements 
Popular With Consumers?
While the dietary supplements industry 
is a fast-moving, evolving market that 
has seen a myriad of changes in recent 
decades, the use of herbs—often also 
referred to as “botanicals”—in health 

By Barri Sigvertsen, Senior Manager, Global Innovation Marketing, Lonza Consumer Health & Nutrition

IngredientTechnology

Ready to Bloom:
How Advanced Delivery 

Technologies Support the Growth 
of the Herbs and Botanicals 

Supplements Market
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applications is not a new concept. With 
an extensive history of use across the 
centuries, botanical ingredients have 
long been popular with health-conscious 
consumers thanks to their nature-based 
origins. It is this appeal that has enabled 
herbals to stand the test of time, and 
has seen these ingredients become 
increasingly desirable in the dietary 
supplements space. This looks set to 
continue, with the global herbal supple-
ments market expected to reach $8.5 
billion by 2025, a projected 6.2 percent 
CAGR (compound annual growth rate) 
since 2018.

Proprietary research commissioned by 
Lonza also identified that U.S. consum-
ers are increasingly aware of the poten-
tial health benefits of botanical-based 
supplement products. The report found, 
for instance, that up to 7 percent of 
participants had consumed supplements 
containing ingredients such as flaxseed, 
ginseng, curcumin/turmeric and echina-
cea in the 30 days before the survey was 
carried out. Consumers also reported 
seeking out herbal supplements to 
manage specific health conditions; 70 
percent of consumers using St. John’s 
wort use it to manage stress, anxiety 
and/or depression, while 36 percent of 
those taking boswellia use it to support 
joint or arthritis conditions.

It is clear, then, that herbal supple-
ments remain an area of interest within 
the consumer zeitgeist, with more and 
more emerging ingredients entering 
the spotlight as new applications and 
benefits are explored. It is, therefore, 
important that supplement manufac-
turers remain engaged with consumer 
preferences and the opportunities 
presented by these trending ingredients 
to keep pace in an increasingly compet-
itive market.

Getting to the Root of Botanical 
Ingredients
There are, however, some complexities 
when working with botanical ingredients 
that brand owners must remain aware of 
to not only elevate the consumer expe-
rience delivered by their products, but 
also to optimize their own operational 
efficiencies.

Herbal ingredients are, by definition, 
from plant-based sources, which can 
make them more sensitive to oxygen 
and moisture than many other supple-
ment ingredients. Degradation by these 

means can have a major impact on the 
ingredient’s structure, integrity and 
stability, which may, in turn, have a detri-
mental effect on the efficacy and appeal 
of the final product. The nature-based 
origins of botanical ingredients of-
ten also means that they come with a 
distinct taste, appearance and/or odor. 
While this may enhance the appeal for 
consumers seeking a more “natural” 
experience, sensory characteristics must 
still be factored in from the beginning 

of the product development process to 
ensure that all stakeholders have a com-
prehensive understanding of the end 
product’s expected look and feel.

Furthermore, the increased sensitiv-
ity of herbal ingredients must also be 
appropriately considered by supple-
ment producers looking to incorporate 
them in combination products. While 
multi-component products offer a 
desirable option for consumers seek-
ing supplements that deliver multiple 
benefits in a single dosage form, brand 
owners must explore how botanical 
ingredients may interact with other 
ingredients when developing these 
solutions. Failing to do so could see the 
product’s efficacy, or even safety, com-
ing into question if the ingredient reacts 
negatively in a formulation.

Adulteration is also a key concern in 
the herbal ingredient arena, so test-
ing raw materials and having a robust 
vendor qualification process in place are 
key to ensuring and maintaining quality 
and safety compliance.

Dosage Forms: Unlocking 
Ingredient Success
While these factors inevitably present 
challenges that supplement manufac-
turers must navigate when working with 
herbal ingredients, in many instances 
choosing the right dosage form is key to 
mitigating these complexities. Indeed, 
the dosage form is an integral piece of 
the puzzle.

For supplement producers formulat-
ing with botanical ingredients, under-
standing exactly which delivery system is 
best suited to their product is an import-
ant step. Collaborating with integrated 
solutions providers, such as Lonza, offers 
brands the support needed to fine-tune 
the details during every step of the pro-
cess with their expertise, knowledge and 
trusted network. Manufacturers can ben-
efit from their in-depth understanding 
of innovative dosage form technologies, 
such as capsules, to understand how the 
delivery system will support the design 
of the product they want to deliver.

There are, for instance, more op-
portunities than ever before for sup-
plement producers to create products 
that deliver on consumers’ clean-label 
ideals thanks to the ever-growing range 
of plant-based capsules available on 
the market. By design, capsules offer 
cleaner labels than many other delivery 
form technologies, and manufacturers 
can now choose from a broad portfolio 
of vegetarian capsules that are pullu-
lan or hypromellose (HPMC) based. 
Pullulan, for instance, is a plant-derived, 
water-soluble polysaccharide made from 
tapioca, which is then fermented. In ad-
dition to being a consumer-friendly al-
ternative, thanks to their taste and odor 
masking capabilities, pullulan capsules 
can also be optimized to offer excellent 
oxygen barrier properties, making them 
the ideal solution for trend-conscious 
brand owners formulating with highly 
sensitive botanical ingredients.

Advances in capsule technologies 
now also mean it is possible to solve a 
variety of other formulation challenges  

IngredientTechnology
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As a result of the coronavirus disease (COVID-19) 
public health emergency, SupplySide East has 
been postponed to June 23-24, 2020. The event 

will still take place at Meadowlands Expo Center in 
Secaucus, NJ.

“With the uncertainty caused by the evolving corona-
virus situation, this postponement is the best course of 
action for our industry, exhibitors and attendees,” said 
Jon Benninger, vice president and market leader for Sup-
plySide. “This is an unprecedented time for our industry, 
and our focus will continue to be on what is best for our 
industry partners.”

The intent of the announcement is to get this informa-
tion about the new dates to the market immediately, and 
additional details will be forthcoming. The new dates will 
provide exhibitors more time before incurring shipping 
and other costs, and all participants will face less pressure 
to make travel commitments now, when the situation is 
still so fl uid.

For more information, visit www.supplysideeast.com.

V itafoods Europe, 
which was originally 
scheduled for May 

12-May 14 at Palexpo in 
Geneva, Switzerland has 
offi cially been postponed.

Chris Lee, managing director, Health and Nutrition Network, Europe 
at Informa Markets released the following statement: “In light of the 
ongoing COVID-19 health situation, we have taken the diffi cult decision 
to postpone Vitafoods Europe 2020 until September 1-3, 2020. This 
conclusion is not one that has been reached easily. However, following 
consultation with our stakeholders, and taking the continually evolv-
ing health concerns and travel restrictions into consideration, we are 
agreed the postponement is the best course of action.

“By acting now, we hope to remove the uncertainty affecting exhibi-
tors and visitors and allow them to make more concrete business deci-
sions. The event in September will still take place at Palexpo, Geneva, 
Switzerland, and all existing registrations and commitments remain in 
place.

“We understand how important Vitafoods Europe is to the industry 
and how much effort goes into preparing for it and so, in this unprece-
dented situation and diffi cult time, thank our community for its under-
standing and support. We’re looking forward to coming together later 
in the year to continue to drive our industry forward.”

The Council for Responsible Nutrition 
(CRN), and the American Conference 
Institute (ACI), will hold the 8th 

annual Legal, Regulatory, and Compliance 
Forum on Dietary Supplements, in New 
York City at the Intercontinental New York 
Times Square on June 23–25.

Steve Mister, president and CEO, CRN, 
and Scott Bass, partner, Sidley Austin LLP, 
are co-chairing the event to present a ro-
bust agenda of discussions on the politics 
and policies shaping the industry’s current 
legislative and regulatory landscape. 
Steven Tave, director, U.S. Food and Drug 
Administration’s (FDA) of Offi ce of Dietary 
Supplement Programs, will deliver a “Fire-
side Chat.”

Session topics slated for this year’s 
forum include:

• Building Consumer Confi dence and 
Reducing Legal Threats to the Industry 
Through Innovation and Science

• Questions Surrounding Synthetic Bo-
tanical Constituents, Drug Exclusions and 
Other Inconsistent Interpretations of the 
Dietary Supplement Defi nition

• NDI (new dietary ingredient) Notifi ca-
tions vs. GRAS (generally recognized as 
safe) Determinations

• The Current State of a Legal Path for 
CBD in Dietary Supplements

• The Impact of Increased State Con-
sumer Protection Activity on the Dietary 
Supplement Industry

• Innovative Claims and the Increasing 
Use of Infl uencers to Promote Products, 
and Risk

• Anticipating Post-implementation 
Challenges with the BE Label

• Examining Potential New FDA Guid-
ance on Certifi cates of Free Sale and the 
Ongoing Tariff and Treaty Saga

• Addressing Current Standards and 
International Guidelines for Prebiotics, 

Probiotics, and Now Postbiotics
• Implementing Winning Strategies for 

Meeting Retailer and Consumer Demands 
for Quality

• Ensuring Supply Chain Integrity and 
Transparency, and Meeting Corporate 
Social Responsibility Expectations

• Understanding Prop 65 List Determi-
nations

• Responding to Thorny Class Action 
Litigation Claims

In addition, two add-on, post-forum 
workshops are available: Hemp-derived 
CBD Dietary Supplements: Understanding 
Current Domestic and International Legal 
Status and How to Manage Legal Risks 
for Distributing Hemp-Derived CBD; and 
International Dietary Supplement Com-
mercialization in the Current Geopolitical 
Climate.

For more information, visit 
www.crnusa.org/ACI.

AHPA (American Herbal Products 
Association) has rescheduled 
its second Hemp-CBD Dietary 

Supplement Congress to be held with 

the inaugural Sports Nutrition Con-
gress on Aug. 25-27 at The Benson 
Hotel in Portland, OR. AHPA postponed 
the Hemp-CBD Congress in response 

to the COVID-19 public health emer-
gency.

For more information, visit 
www.ahpa.org.

SupplySide East Postponed 
to June 23-24, Will Remain at 
Meadowlands Expo Center

Vitafoods Europe
Postponed Until September

CRN and ACI to Present 8th Annual Legal,
Regulatory and Compliance Forum on Dietary Supplements

AHPA Hemp-CBD Supplement Congress Rescheduled to August;
to be Held With Sports Nutrition Congress

Conventions&Meetings
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A fter consulting with key part-
ners within the natural products 
community, New Hope Network 

announced on March 13 that it has 
decided that, due to the developing cir-
cumstances around the COVID-19 virus, 
it will not move forward with hosting 
a rescheduled Natural Products Expo 
West event in Anaheim, CA in 2020. 
The Expo West trade show is billed as 
the world’s largest natural, organic and 
healthy products event.

According to a press release, New 
Hope stated that it is directing its atten-
tion to Natural Products Expo East in 
Philadelphia, PA to be held at the Penn-
sylvania Convention Center Sept. 23-26. 

“We are shifting our 
focus and resourc-
es toward making 
Natural Products 
Expo East 2020  this 
year’s world-class 
innovation show-
case and commu-
nity gathering needed by the natural & 
organic products industry.”

On March 2, New Hope Network 
postponed the annual Natural Products 
Expo West trade show due to concerns 
regarding the virus outbreak. The trade 
show was scheduled to take place at the 
Anaheim Convention Center on March 
3-7.

In addition, New Hope stated that 
they are in the process of forming an 
independent advisory council to assist 
them in deciding how to best and most 
fairly utilize the $5 million fund they 
established to support emerging brands 
and others most significantly affected by 
the Expo West cancellation.

For more information, visit  
www.expowest.com.

NPEW 2020 Will Not Be Rescheduled

Conventions&Meetings

associated with herbal ingredients. 
While there are, for instance, many cap-
sules on the market that are designed to 
mask strong tastes and odors, supple-
ment producers can choose dosage 
forms that allow the herb’s natural sen-
sory characteristics to take center stage 
to optimize the consumer experience. 
Manufacturers looking to support spe-
cific health benefits, such as joint health, 
can also now combine clinically proven 
ingredients, such as undenatured type II 
collagen, with trending, herbal ingredi-
ents through capsule-in-capsule or tab-
let-in-capsule formats to offer additional 
synergistic effects. Furthermore, this 
technology also facilitates the combina-
tion of solid and liquid phase ingredi-
ents, which can be highly beneficial for 
brand owners as many botanically de-
rived nutrients, such as essential oils and 
plant-based omegas, occur naturally in 
liquid form. As well as being well suited 
for formulators developing combination 
products, especially when combining 
previously incompatible ingredients, 
capsule-in-capsule technology can also 
enable manufacturers to optimize the in-
gredient release profile by offering both 
immediate and extended release.

Lipid multiparticulate (LMP) tech-

nology can also further facilitate more 
sophisticated release profiles, thanks 
to the homogenous distribution of 
ingredients that are achieved in drop-
lets, or microspheres, created using this 
methodology. Products created with 
LMP microspheres can be tailored to 
deliver a broad spectrum of specific 
release profiles via capsule-in-capsule 
or liquid-filled capsule formats; indeed, 
manufacturers looking to truly optimize 
or tailor the release can combine LMP 
droplets with other ingredients in pow-
der form to deliver a dual or multi-phase 
release. In addition, LMP technology 
can be utilized for its taste masking 
capabilities and the microspheres can 
also be incorporated into functional 
foods and beverages, without impacting 
the consumer experience. Liquid-filled 
capsules, which have been specially 
designed for the secure containment 
of liquids, can also be used to improve 
the bioavailability of botanical ingredi-
ents by delivering them in a solubilized, 
liquid form, supporting an improved 
absorption rate in the body.

Capturing Market Opportunities
With herbal supplement products 
continuing to rise in prominence in the 
dietary supplements market, the time 
for formulators to seize the opportunity 

and stay at the forefront of innovation 
is now. By considering the experience 
that the end product will offer today’s 
aspirational consumers at the very start 
of the production process—with help 
from industry leading partners with the 
knowledge and know-how—supplement 
producers are well placed to leverage 
the exciting opportunities presented by 
today’s advanced capsule technologies 
to create truly consumer-centric, effica-
cious botanical supplement products.

As an integrated solutions provider, 
helping customers solve their challenges 
and meet their objectives in the botani-
cals space is Lonza’s goal. Its portfolio of 
science-backed ingredients, dosage and 
delivery forms, as well as its extensive 
R&D and manufacturing expertise, sup-
port brand owners’ delivery of unique 
supplement solutions using herbs and 
botanical ingredients, offering targeted 
effects and increasingly diverse health 
benefits. NIE

Barri Sigvertsen, 
Marketing 
Manager, Lonza 
Consumer Health 
& Nutrition

IngredientTechnology
(Continued from page 56)
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Gericke USA Unveils Pulse-Line PTA Pneumatic Conveying System
New Jersey-based process equipment manufacturer Gericke USA, has unveiled the Pulse-Line PTA PL dense 
phase pneumatic conveying system. Featuring a patented design, the Pulse-Line PTA PL pneumatic conveying 
system automatically forms dry, bulk materials into separate, pulsed slugs for highly gentle transfer at low gas 
velocities, then injects additional air or nitrogen at key points along the conveying pipeline. Integrating these 
self-regulating activator groups, the Pulse-Line PTA PL reliably conveys pressure-sensitive granulates, sprayed 
granules, plastic pellets, non-compressible powders, and other fragile materials up to 1,500 ft. in mass fl ow 
while maintaining the proper length of the pulsed slugs and safeguarding the particle size and shape.

Suitable for both batch and continuous processes, the Pulse-Line PTA PL is custom-engineered for each 
installation to meet target throughput rates, conveying distances, particle size distributions and other require-
ments. Designed for dependable, unattended, 24/7 operation, the dry material conveying system includes the 
feeding hopper, pressure vessel, pipeline, activators, conveying and secondary air supplies, plus the compa-
ny’s computer-driven STP 61 touch-screen control system as standard.

For more information, visit www.gerickegroup.com.

Primera Announces LX610 Color Label Printer with Built-in Digital Die Cutting
Primera Technology, Inc., a Minnesota-based manufacturer of specialty color printers, announced 
that it is shipping its new LX610 Color Label Printer/Cutter.

According to the company, LX610 is the only inkjet desktop color label printer in the world to 
combine high-resolution color label printing with digital die cutting. Images are printed at up to 
4800 dpi onto a variety of different label materials. After each image is printed, it is cut to the de-
sired size and shape with a high-precision carbide steel knife blade. The printer comes complete 
with intuitive, easy-to-use software for laying out print and cut fi les. Users can quickly produce 
custom labels of virtually any size or shape within just a few minutes (within the maximum print/
cut width of the printer, which is 4.1 in. wide).

Companies of all sizes and types will benefi t from LX610. Small to medium-sized businesses can print their own short runs of 
custom labels without incurring delays and die costs.

For more information, visit www.primera.com.
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NIE: IBN and its legacy partners, 
Brewster Nutrition and Syntech Inter-
national have more than 80 years of 
combined ingredient manufacturing 
experience and service to the health 
food and related industries. What 
is your vision for the future of the 
company?

Brewster: Ever since my grandfather, 
and then my father, started developing 
health solutions derived from citrus, we 
have been recognized as a pioneer in 
the industry for being among the first 
to deliver citrus flavonoid ingredient 
formulations and have since become a 
world leader in the category. My grand-
father made it his mission to spread 
the concept of a healthier life through 
nutrition, and with Bo Zhu’s, CEO, 
additional citrus extraction expertise 
from Syntech, his legacy endures as we 
continue to bring to light the impact 
citrus flavonoids have on overall human 
health.

As such, we plan to continue build-
ing on our IP and the clinical science 
around our citrus flavonoid extracts. In 
addition to further extending the ingre-
dient line of our lemon flavonoid blend 
Eriomin, we have plans for multiple 
human clinicals with other novel citrus 
flavonoids.

NIE: What is the Ingredients By Na-
ture Quality Seal?

Brewster: Our Quality Seal is a daily 

reminder that quality is king. This ap-
plies to our products and to our excep-
tional quality service. This seal was one 
of the first things we created when our 
company started, and acts as a promise 
to ourselves and our customers to 
deliver only the finest natural ingredi-
ents, formulas and custom processing. 
As part of that promise, we work with 
our growers to ensure consistent and 
responsible sourcing that meets the 
highest standards.

NIE: In January, IBN launched Eri-
omin Esport. How is the ingredient 
beneficial for gamers and what are 
your thoughts on the future of the 
healthy gaming lifestyle category?

Brewster: Eriomin Esport takes a tri-
pronged approach to healthy gaming 
by addressing blood glucose levels,  
inflammation response, and anti- 
oxidant activity. By targeting functions 
within the body that relate to those, 
Eriomin Esport is able to provide  
protective support for eye and ear 
health, cognitive performance, fast 
reaction performance and faster body 
recovery.

Video gaming is only going to be-
come more popular and more compet-
itive as more generations are growing 
up actively playing video games in their 
homes. These generations will also be 
some of the most health conscious and 
best educated, and will actively seek 
out ways to improve their gaming per-

formance, endurance and recovery via 
research-backed natural products that 
supplement their efforts through diet 
and exercise.

NIE: IBN supports Vitamin Angels, 
Players for the Planet and The Jason 
Lutz SIDS Foundation. Why did the 
company choose these foundations in 
particular and what does it mean to 
be able to support them?

Brewster: Our company is founded 
upon an ideal to make the world a 
healthier place and without a doubt, 
Vitamin Angels is one of the best ways 
to make a difference. Vitamin Angels is 
a top-notch charity that we have been 
honored to be involved with for many 
years.

Players for the Planet was an oppor-
tunity to combine our love of sports 
with our desire to provide a positive 
impact on our environment. Created 
by an ex-major league baseball player, 
Chris Dickerson, Players for the Planet 
helps eliminate plastic and paper waste 
used by athletes and creates additional 
opportunities to help keep our planet 
clean.

Jason Lutz died of SIDS when only 4 
months old and his uncle is our produc-
tion manager. We like to support our 
employees and their families as much 
as possible and, through the Jason Lutz 
SIDS Foundation, we also know that we 
are supporting vital research helping to 
keep our children alive.

Ingredients by Nature (IBN) formulates, manufactures and markets sci-
ence-based ingredients, proprietary extracts and formula innovations 
for applications in dietary supplements, functional foods & beverages, 
cosmetics and animal nutrition. IBN currently offers more than 300 
ingredient variations, including various citrus-derived ingredients, 
along with its custom, contract manufacturing and powder processing 

services. IBN recently launched two formulations of its lemon flavonoid blend Eriomin for prediabetes management and for a 
healthy gaming lifestyle.

As a third-generation ingredient manufacturer for the natural products industry, Rob Brewster said he is proud to be part 
of the health and wellness world. He has followed in his grandfather’s and father’s footsteps, helping their company, Brewster 
Foods, grow since he joined in the 1990s and then partnering with Syntech to form IBN, the world leader of citrus bioflavo-
noids and extracts. As president of IBN, Brewster takes pride in citrus science and continues to invest heavily in citrus flavo-
noid science for condition specific applications and holistic wellness. He holds degrees in business marketing and biology 
from California State University, Northridge.

Ingredients by Nature
5555 Brooks St.
Montclair, CA
Phone: (909) 230-6200
Website: www.ingredientsbynature.com
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