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Hello, IASC members!

This year is going by so quickly! It seems like just a couple of weeks ago that 
the International Aloe Science Council (IASC) was exhibiting at Natural 
Products Expo West in Anaheim and having its first board meeting of the 
year. The IASC booth was located on the main show floor at the Anaheim, 
Calif., Convention Center this year, and we’ll be back in 2018. Thank you 
to all the members who volunteered at the booth or stopped by to say hello 
while attending the show. Expo West continues to get larger each year and 
this year’s attendance was about 80,000 people! 

Congratulations to our board directors who have started three-year terms after being elected at the 
March board meeting. Continuing on the board for new terms are Jasen Lavoie (Pharmachem Labs), 
Sabine Larsen (LR Health & Beauty), and Walt Jones (independent). Joining the board as new directors 
are José Zúniga (Natural Aloe de Costa Rica), David Nielson (Aloe Vera of America), and Andrew Shao 
(Herbalife). Please see the article inside about more news from the March meeting. 

IASC will be exhibiting at Food Ingredients Europe in Frankfurt, Germany, which takes place Nov. 28 
to 30, 2017. We’ll be located in the Pavilion 1 Bronze space at stand 09.OJ15. IASC is also applying to 
present two seminars during the show. Further details about the show and the seminars will be commu-
nicated closer to the event. IASC thanks the Aloe Institute for a monetary grant that is allowing us to 
reach out to the international aloe community and educate the Food Ingredients attendees about the 
wonders of aloe vera. We hope our EU IASC members will attend and visit the IASC stand. 

Save the date: The next IASC board of directors meeting will take place on Tuesday, Sept. 26, 2017, just 
prior to the SupplySide West trade show at Mandalay Bay in Las Vegas. IASC members are welcome to 
attend board meetings, so please consider attending if you will be at the trade show. If you wish to attend 
as an observer, please contact me so I can include you in the attendee count and provide you with details 
on the meeting location.

Want to get more involved in IASC? Consider joining a committee. All IASC committees are open to 
all members in good standing. They include the Science and Technical Committee, Regulatory Affairs 
Committee, Certification Committee, Public Relations Committee, and Membership and Ethics 
Committee. Contact me to request membership or if you have questions about the work of the various 
committees.

Please contact me at any time with questions or concerns via email or at 734.476.9690.

Jane Wilson,  
Executive Director

Message from Executive Director Jane Wilson

mailto:jwilson@iasc.org
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SPECIAL TOPICS

FDA inspections show 
improvement among dietary 
supplement firms 
by Marian Boardley

FDA releases FY 2016 inspection classifications

Despite continued bemoaning of lack of compliance in the 
dietary supplement industry, along with "black issues" of 
business journals and generally bad press, data released by 
the Food and Drug Administration (FDA) show that dietary 
supplement firms’ track record during some inspections may 
actually be improving.

The total number of inspections in the project area covering-
most dietary supplement inspections declined in fiscal year 
(FY) 2016, but the percentage of inspections resulting in a 
No Action Indicated classification went up. Meanwhile, the 
number of inspections resulting in Official Action Indicated 
declined again in FY 2016, to 35 firms in total (see chart at 
right). This means FDA has been issuing fewer Form 483s in 
this project area at the conclusion of its inspections and that 
the agency is not having to take follow-up actions, such as 
issuing warning letters, as often as it had been previously. This 
trend continues the progress of the previous two fiscal years, 
with more than 50 percent of firms getting clean inspections in 
this area. Clearly, there is more room for improvement.
Copyright 2017 Marian Boardley Consulting LLC

How the U.S. keeps herbal dietary 
supplements safe

Every year, nearly 200 million of America’s healthiest people 
use dietary supplements to support their health and well-
being. The overall safety and efficacy of supplements sold in 
the U.S. is ensured through a strong and complex framework 
of federal regulations and industry-adopted best practices 
along with the inherent safety of supplement ingredients.

The U.S. regulates dietary supplements through a host of 
federal mandates that these products be safe, manufactured 
in a manner that ensures quality, labeled and marketed 
accurately, and free of contaminants and impurities. These 
laws and regulations are enforced by multiple federal 
agencies, including the Food and Drug Administration (FDA)

, Federal Trade Commission (FTC), U.S. Department of 
Agriculture, and Environmental Protection Agency.

In addition to federal requirements, the regulated supplement 
industry has voluntarily adopted numerous best practices as part 
of its long tradition of self-regulation. The industry continues 
to develop and adopt policies and resources to address emerging 
issues and to maintain consumers’ informed access to safe, high-
quality supplements.

Manufacturing requirements
The federal Food, Drug, and Cosmetic Act (FD&C Act) requires 
dietary supplements to be manufactured, packed, labeled, and held 
in accordance to current good manufacturing practice (cGMP). 
The cGMP regulations require manufacturers to verify the 
identity, purity, strength, and composition of their supplements. 

Dietary supplement companies must also register manufac-
turing facilities with FDA, which inspects facilities regularly. 
Current law gives FDA authority to take enforcement action 
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turer or distributor and all information that is pertinent in light of 
claims and the consequences that may result from use. 

Adverse events
Supplement companies and distributors are required by law to submit 
to FDA all serious adverse event reports they have received related 
to use of the dietary supplement. This is the same system used for 
over-the-counter drugs. The supplement industry advocated for this 
requirement to be added to the FD&C Act. Serious adverse events 
associated with supplements are relatively rare given that roughly 
166 million Americans use these products each year, according to 
the Centers for Disease Control and Prevention.

Industry self-regulation
Self-regulation is an integral part of the herbal supplement indus-
try’s history. The industry has created and implemented best 
practices and resources to ensure consumers have informed access 
to high-quality products. The industry also continuously innovates 
and adopts the latest technology to ensure quality and safety.

The American Herbal Product Association (AHPA), the profes-
sional association of the herbal supplement industry, requires 
members to comply with a Code of Ethics & Business Practices, 
which includes nearly 20 trade requirements that have been 
adopted and instituted over the last three decades. These require-
ments range from listing cautionary information on the labels 
of products with high levels of added caffeine to including labels 
on products intended for use during pregnancy or nursing that 
instruct consumers to consult with a health care practitioner 
before using. 

In addition, AHPA develops guidance policies to promote the 
responsible commerce of herbal products. These policies address 
a variety of labeling, manufacturing, and consumer issues and 
reflect the consensus of AHPA members. For example, one 
guidance policy recommends that consumers inform their health 
care provider of supplement use while another recommends that 
the industry take appropriate steps to assure that raw materials 
used to make herbal supplements are free of common adulterants. 
AHPA encourages members and nonmember companies to adopt 
each policy in the interest of establishing consistent and informed 
industry practices.

Meeting emerging challenges
As herbal supplements grow in popularity and companies increas-
ingly source ingredients and sell products internationally, new 
challenges and opportunities are emerging. The U.S. government 
and the regulated supplement industry continue to adopt additional 
rules, regulations, and best practices to leverage new technologies 
and meet the challenges of increasingly global supply chains.

FDA is also busy implementing the Food Safety and Modernization 
Act (FSMA), the most sweeping reform of U.S. food safety laws in 

against companies that don’t comply with cGMP require-
ments. Depending on the severity of FDA inspectors’ observa-
tions, enforcement actions can range from warnings and recalls 
to consent decrees (which require facilities to close and FDA 
permission to reopen) and criminal charges.

If a dietary supplement contains contaminants or does not contain 
the dietary ingredients listed on the label, FDA considers the 
product to be adulterated or misbranded. FDA has authority to 
remove such products from the market and take enforcement 
actions against anyone selling them. Voluntary recalls by respon-
sible manufacturers or distributors are the most common outcome.

Supplement ingredients
Federal law defines which ingredients dietary supplements may 
contain. These include vitamins, minerals, herbs and botanicals, 
amino acids, and other dietary substances used to supplement the 
diet. Supplements made from ingredients that fit the definition 
in the law and with a history of safe use prior to October 1994 
can be marketed without notifying FDA. But for any supplement 
containing ingredients that don’t meet this definition and that the 
law classifies as new dietary ingredients (NDIs), premarket notifi-
cation of safety data and other information is required.

Pharmaceutical ingredients are not dietary ingredients, and any 
product containing a pharmaceutical does not meet the federal 
definition of a dietary supplement. Such a product is in fact a 
drug and is not legal unless FDA has approved it. If unapproved, 
the product is a misbranded and adulterated drug. Regulatory 
agencies in the U.S., Canada, Europe, and Asia actively work to 
protect consumers from misbranded drugs and prosecute crimi-
nals who sell them. The supplement industry strongly supports 
efforts to remove adulterated and misbranded products from the 
marketplace.

Labeling and marketing claims
Both FDA and FTC have authority over the marketing claims used 
to advertise supplements. Companies are forbidden from claiming 
that supplements can diagnose,  mitigate, treat, cure, or  prevent 
diseases. Supplement marketing is limited to health claims 
(describing a relationship between a dietary supplement ingre-
dient and reduced risk of a disease or health-related condition), 
nutrient content claims (characterizing the level of a nutrient in an 
ingredient), and structure/function claims (describing the role of a 
nutrient or dietary ingredient intended to affect the normal struc-
ture or function of the human body). Manufacturers must submit 
a notification with the text of their claims to FDA and state that 
the claims are substantiated.

Dietary supplement labels are required to identify all ingredients 
in a product and include a Supplement Facts panel, which lists the 
names and quantities of dietary ingredients in the product. These 
labels must also include the name and address of the manufac-
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In March, the White House issued its abridged fiscal year 2018 
budget proposal, which would increase defense spending signifi-
cantly and offer offsetting commensurate cuts to other federal 
programs. It will be interesting to see what this will mean for 
FDA’s non-user-fee budget and, more specifically, allocation for the 
Office of Dietary Supplements. Given FDA’s public health mission, 
however, the agency has many congressional backers. Therefore, 
should the Trump budget cut too deeply into FDA’s operations, 
expect pressure on Congress to add resources to counterbalance 
the administration’s blueprint.

There is some concern that the combination of regulatory retrench-
ment at FDA and thinned-out enforcement dollars will lead to an 
overly lax climate within the natural products industry. Some fear 
this could result in reputable companies putting their guards down 
and create a fertile environment for scofflaws to proliferate. But if 
regulations are frozen and budgets are reduced, we can also view 
such a climate as an opportunity for the supplement industry’s self-
regulatory initiatives to rise to the fore and take on a greater role. 

Trump dealings with Congress
While the first few months of the Trump administration focused 
on executive orders and other unilateral actions at his disposal, the 
shift toward working with the legislative branch to advance the 
president’s policy priorities is now underway. Trump’s first foray 
into dealing with Congress on a centerpiece agenda item ended 
in a failed attempt at repealing and replacing the Affordable Care 
Act. With that defeat, Trump experienced the difficult endeavor 
of governing, and time will tell if his fortunes improve as he looks 
to tackle tax reform, budget matters, and other signature issues 
that he campaigned on. 

On paper, Trump ostensibly has a favorable dynamic in being 
able to work with a Republican-controlled Congress, in which 
there is significant agreement and shared policy goals. However, 
the rules of the slower-paced U.S. Senate are more favorable to the 
minority. Governing in the Senate is especially problematic when 
the majority party’s advantage is slim, as it is for Republicans, who 
hold 52 seats to the Democrats’ 48.  

Regarding health care reform, the cratering of the first effort to 
repeal and replace the Affordable Care Act in the House shows 
that not all congressional Republicans are singing off the same 
song sheet. Yet they do seem to agree on the issue of expanding 
health savings accounts (HSAs) and flexible savings accounts 
(FSAs). Of interest to the supplement trades is a proposal by Sen. 
Orrin Hatch, R-Utah, and Rep. Erik Paulsen, R-Minn., which has 
been introduced and reintroduced for several years running and 
contains a provision to allow dietary supplements to be eligible for 
purchase using HSA and FSA dollars.

Republican efforts to expand and bolster HSAs will likely take 
place in a tax-reform package that Congress will address later this 
year. AHPA and all other major dietary supplement trade associa-

more than 70 years. FSMA is designed to ensure our domestic food 
supply is safe by shifting the focus away from responding to contami-
nation and toward preventing it. This law will impact many herbal 
dietary supplement ingredient suppliers and ultimately help supple-
ment companies ensure quality and safety.

AHPA continues its self-regulatory tradition by regularly 
updating guidance on good agricultural and collection practice 
and expanding that guidance to address good manufacturing 
practice for ingredient suppliers throughout the botanical supply 
chain. This guidance will help the industry ensure quality and 
safety from seed to shelf.

Originally published in the April 2017 AHPA Report. Reprinted by permission 
of the American Herbal Products Association. All rights reserved.

Legislative update: Change brewing 
in Washington
by Pete Evich, AHPA Legislative Consultant

The following is an abridged and modified version of my presen-
tation to the American Herbal Products Association member-
ship at its annual meeting during Natural Products Expo West 
in Anaheim, Calif. My presentation provided an overview of the 
Trump administration’s and Congress’s policy priorities and their 
potential impact on key issues for the dietary and herbal supple-
ment trade. 

Federal regulations
A centerpiece of the Trump administration agenda has been the 
reining in and rolling back of federal regulations. While the presi-
dent has issued a number of directives in this area, the most touted 
has been his executive order mandating that two existing regula-
tions be scrapped for every new one implemented. Importantly, 
the executive order stated that it would also apply to guidance 
documents on a case-by-case basis. If all federal agencies adhere to 
this executive order as outlined, it could certainly have significant 
implications for the industry’s primary regulatory body, the Food 
and Drug Administration (FDA).

What this executive order—and other Trump regulatory direc-
tives—will mean for the future of the new dietary ingredient 
(NDI) guidance is unclear. However, at minimum, Trump’s dereg-
ulatory agenda should enhance the industry’s voice in reshaping a 
final guidance document. That is, of course, with the caveat that 
guidance emerges at all. Certainly, Trump’s regulatory pronounce-
ments are factoring into the industry’s strategic considerations 
related to the NDI guidance.

Budget proposal impact on industry
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prevent the supplement community from pursuing opportunities 
to foster the long-term growth of this vibrant sector.     

Originally published in the April 2017 AHPA Report. Reprinted by permission 
of the American Herbal Products Association. All rights reserved.

Health and wellness trends driving 
herbal product sales growth

by AHPA staff

Trends in health and wellness are propelling significant growth 
in herbal product sales, reported Diane K. Ray, vice president of 
strategic consulting at the Natural Marketing Institute, during the 
American Herbal Product Association’s Annual Member Meeting 
and Breakfast on March 9 at Natural Products Expo West in 
Anaheim, Calif. 

Millennials, those born between 1980 and the mid-1990s, 
continue to be a key demographic driving herbal industry growth. 
But according to Ray, there is a broader movement toward health 
and wellness across the general population. “More and more people 
believe it is important to live a healthy life,” she said. “The more 
this becomes a fabric of American life, the more growth we’ll see 
in herbal products.”

Ray highlighted several characteristics of the health and wellness 
trend that are helping to create more interest in herbal products. 
For example, there is mounting consumer interest in self-care and a 
growing distrust of the modern medical system. These factors have 
also helped increase the number of complementary health care 
practitioners. Additionally, they have aided the herbal supplement 
industry in weathering recent scrutiny and negative publicity. 
“Herbs and botanicals continue to be a bright spot in the supple-
ment industry,” Ray said.

Despite all this good news, Ray warned that riding the health and 
wellness trend and demographic bubble may not be sustainable. She 
provided an overview of the challenges and opportunities that herbal 
product companies face. For instance, while millennials have been 
driving the increase in supplement use, particularly of herbals, for 
the past 10 years, these young consumers are aspirational. Although 
millennials number in the millions—a boon for herbal products 
sales—they don’t have a lot of money to spend, and they are fickle. 

To address such issues, Ray recommended that the industry 
broaden its focus to a larger portion of the population. She 
noted that people of color are too often overlooked, even though 
non-whites are the fastest growing segment of the U.S. population.

Another challenge for the herbal products industry is the 
increasing diversity and fragmentation of products and vendors. 
From a consumer perspective, having so many options makes 

tions support the inclusion of dietary supplements in any expan-
sion of federal HSAs and FSAs. 

To be clear, moving the needle on this initiative will be an 
uphill climb, as the inclusion of dietary supplements will have 
a multibillion-dollar budgetary impact. But a key factor giving 
the industry a glimmer of hope is Hatch’s position as chairman 
of the Senate Finance Committee. Therefore, AHPA has been 
working on advocating for this issue and will continue to do so 
in the coming months. 

Know our critics and allies
The deregulatory agenda of the Trump administration does not 
mean the industry will be completely inoculated from any pending 
attacks. The supplement trade’s reliable band of critics in the 
media, academia, and Congress will not likely play dead. While all 
industry detractors on Capitol Hill belong to the minority party, 
the industry’s top four senatorial critics—Sens. Richard Durbin, 
D-Ill.; Richard Blumenthal, D-Conn.; Claire McCaskill, D-Mo.; 
and Ed Markey, D-Mass.—will hold onto high-level committee 
assignments that provide them a platform to continue attacking 
the supplement trade if they so choose.

Thus, it would be foolhardy for the industry to leave its collective 
guard down. The herbal supplement trade must remain vigilant and 
keep a close eye on potential mischief from our Senate critics. This also 
entails pursuing new allies in Congress and continuing to expand the 
membership of the Congressional Dietary Supplement Caucus. 

Fortunately, the natural products industry has a few strong 
allies on Capitol Hill. In addition to its two leading champions, 
Hatch and Sen. Martin Heinrich, D-N.M., there are also four 
other members of the Dietary Supplement Caucus: Sens. Tim 
Scott, R-N.C.; John Boozman, R-Ark.; Tom Cotton, R-Ark.; 
and Tammy Duckworth, R-Ill., a freshman senator who first 
joined the caucus while in the House. And while not a caucus 
member, Sen. Joe Manchin, D-W.Va., has been a receptive ear 
to industry-related initiatives over the past few years. The 
industry also has reliable allies in the House, including Rep. 
Jared Polis, D-Colo. 

Final thoughts
Over the next two years, the supplement trade will face a mix of 
opportunities and challenges in Washington. But overall, the 
political climate tilts heavily in favor of the policy objectives of 
the natural products community. The time is right to advocate 
for reasonable and thoughtful approaches to improve upon the 
existing regulatory framework for dietary supplements. The 
industry should band together to take an active stance to advance 
updates to the regulatory structure to bring it into alignment with 
the internet age and the technological realities of the 21st century. 

Achieving federal policy enhancements for this product category 
will never come easy. But even as obstacles exist, that should not 
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world. Jahren’s keynote illustrated the remarkable diversity of 
plants and the substantial differences that alienate plants from 
humans. At the same time, her descriptions anthropomorphized 
plants, giving the audience insightful metaphors to help them 
imagine being a plant.

“Fungi wrap around roots and act like roots,” Jahren said. “They 
draw stuff in, and they kind of share what comes out. As a reward, 
the plant offers a little bit of sugar. Both [fungi and plants] could 
do quite well on their own, but for better or worse, they choose to 
live in that association. And it’s an odd metaphor for friendship. 
We could function without key people in our lives, but sometimes 
we’d just rather not.”

She called leaves “the beating heart of the plant,” noting that this is 
a “bad metaphor taken literally, but a decent metaphor if you think 
of it in a symbolic way. It’s the part that feeds the plant that, at the 
end of the day, needs to work to start the whole show.”

Jahren reminded attendees that so much of the basis of our lives goes 
back to the exploitation of plant tissues. Plants are food, medicine, 
and wood, but that’s not all they are. Plants haven't existed in huge 
numbers for hundreds of millions of years just to faithfully provide 
these three commodities to human beings. Rather, she noted that 
plants function according to a whole constellation of their own 
agenda. They are trying to live on planet Earth—to grow, reproduce, 
and weather environmental change and times of need and illness.

it difficult to decide what and from whom to buy. To nab their 
attention, Ray recommended that companies combine technical 
and performance marketing information with sustainability and 
socially conscious brand messaging.

Originally published in the April 2017 AHPA Report. Reprinted by permission 
of the American Herbal Products Association. All rights reserved.

The hidden lives of plants 
by AHPA Staff

Humans can’t possibly imagine what it is like to be a plant. We can’t 
interview plants, and they experience time differently, reproduce 
and deal with offspring differently, and do many things we can’t.

These are the insights shared by Hope A. Jahren, Ph.D., during 
her keynote address at the American Herbal Products Associa-
tion (AHPA) Annual Member Meeting on March 9 at Natural 
Product Expo West in Anaheim, Calif. Jahren has dedicated her 
career to viewing the world from plants’ perspective.

The best-selling author, geobiologist, and tenured professor at the 
University of Hawaii used poetic descriptions and riveting videos 
to give AHPA members a glimpse at how plants experience the 

http://www.iasc.org/Certification/ProgramDetails.aspx
http://iasc.org/certify.html
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classification of aloe vera as a vegetable. At his recommendation, 
IASC will draft a letter and open a dialogue with FDA about this 
last issue.

Strategic initiatives
The board discussed reports on the following strategic initiatives:

• Website development: The board examined further areas 
of development for the IASC website, including regulatory 
information and social media channels.

• Trade show exhibit booths: IASC staff and directors 
discussed the recently completed exhibit at Natural Products 
Expo West and approved the proposed exhibit for the 2017 
Food Ingredients Europe show in Frankfurt, Germany.

• The board discussed ongoing projects related to development 
of aloe vera market data and monitoring of acceptable levels 
of aloin in global regulations.

Committee reports
The board discussed reports from the following IASC committees.

Certification Committee

Topics discussed included a review of correspondence audit 
requirements, auditing resources, development of procedures for 
the testing of additional finished product types, IASC trademark 
registration, and IASC seal enforcement activity. The committee 
will also review the certification program policies and procedures 
for potential updates.

Science and Technical Committee

The committee provided an update on aloe-related projects 
underway at AOAC as well as the U.S. Pharmacopoeia's develop-
ment of an aloe vera monograph, among other ongoing discussions 
related to identity-testing methods for aloe vera.

Regulatory Committee

The board agreed to submit comments regarding a proposed 
guidance document for calculating the organic content of 
consumer products. The committee continues to monitor whether 
any impact to the aloe industry will result from the listing of  “Aloe 
vera, non-decolorized whole leaf extract” under Proposition 65. 

Membership and Ethics Committee

Information about the current breakdown of IASC membership 
was reviewed and discussed.

Public Relations Committee

The committee is overseeing the planned participation in the 2017 
Food Ingredients Europe show and other ongoing projects to raise 
the profile of IASC. 

Jahren emphasized the importance of fighting the tendency to see 
plants as inanimate. Recognizing that they are alive and seeing the 
world from their perspective make it more difficult to exploit them 
without thinking about the consequences.

“It’s not a choice between decimation and preservation,” Jahren 
said. “The reality lies in the uncomfortable middle. We have to 
resist the temptation to simplify our environmental messages. We 
can’t assume that’s the only thing the public can absorb.”

Originally published in the April 2017 AHPA Report. Reprinted by permission 
of the American Herbal Products Association. All rights reserved.
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March 2017 IASC board of directors 
meeting update
The first order of business at the March 2017 board of directors 
meeting was the completion of the board election. A quorum of 
votes was received from the International Aloe Science Council 
(IASC) membership as required by the IASC bylaws. The 
following members were elected to three-year terms:

• Sabine Larsen, LR Health & Beauty
• Jasen Lavoie, Pharmachem Laboratories
• David Nielson, Aloe Vera of America
• Andrew Shao, Herbalife Nutrition
• Walt Jones, independent
• Jose Zuniga, Natural Aloe de Costa Rica

Officer and executive committee nominations and voting amongst 
the board members followed, and the 2017 Executive Committee 
is as follows:

• Chair: Jasen Lavoie, Pharmachem Labs
• Vice Chair: Andrew Shao, Herbalife Nutrition
• Secretary: Virginia Smothers, Naturtech
• Treasurer: Charles Metcalfe, Custom Analytics
• At-Large: Jose Zuniga, Natural Aloe de Costa Rica
• At-Large: Jeff Barrie, Aloecorp
• At-Large: Jesper Hummeluhr, Aloe Vera Group

IASC General Counsel Marc Ullman provided the report of 
counsel, which touched on issues such as the Trump administra-
tion's potential impacts on industry, continued data and cyber-
security issues, and the Food and Drug Administration's (FDA) 
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Next IASC board meeting
The next board of directors meeting will take place Tuesday, Sept. 
26, 2017, during SupplySide West at Mandalay Bay in Las Vegas. 

Introducing new IASC board 
directors
The conclusion of the 2017 International Aloe Science Council 
(IASC) board of directors’ election brought three new directors 
to the leadership team. Each of the following individuals has 
been appointed to a three-year term.

José Zúniga is the operations manager of Natural Aloe de Costa 
Rica. He has worked in the aloe vera industry for over 20 years 
and has overseen operations in both the U.S. and Costa Rica. He 
recently joined the IASC Science and Technical Committee. He 
has degrees in industrial engineering and business administration 
from the Universidad Internacional de las Américas, Costa Rica.

David Nielson is the general manager of Aloe Vera of America 
(AVOA). He has been involved in the functional food, beverage, 
and natural products industries for over 30 years. He has been 
with AVOA since 2015 and appreciates the role that ingredients 
like aloe vera play in keeping consumers healthy and the role that 
IASC plays in promoting the aloe vera industry.

Andrew Shao is the vice president of global nutrition policy at 
Herbalife Nutrition. He has over 15 years of experience in the 
nutrition, supplements, and natural products industry. With a 
background in nutrition science, he has worn multiple hats in 
various environments, ranging from an ingredient company to 
a specialty retailer to a trade association to a direct seller. He 
brings years of experience working in markets around the world 
and maintaining leadership positions in global associations, 
including the International Alliance of Dietary/Food Supple-
ment Associations and the International Life Sciences Institute. 

New IASC member companies
Redecon, Ft. Lauderdale, Fla. (Associate member) 

Redecon has been active in the nutraceutical industry since 1988 
and in the aloe industry since 1998. Redecon provides research and 
development and international trade services.

Sasco Products, South Lake, Texas (Active member)

Sasco Products manufactures aloe vera skin care and supplement 
products as well as better-living home care products. 

José Zúniga

David Nielson

Andrew Shao
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Florida Reporter

 Î Global Aloe Vera Extracts Industry Production, Sales 
Revenue and Opportunity 2017 to 2021, Patriarc

 Î Surprising uses for Aloe vera, ABC13.com

 Î Aruba Aloe sheds light on potent, powerful plant, CNN

 Î Popular Japanese aloe vera yogurt Alove expands to US, 
FoodBev Media

 Î Aloe vera, cactus farm is loving hot weather, Deccan 
Chronicle

 Î Hyderabad pollution robs Aloe vera of wonder drug tag, 
says study, Times of India

 Î Mannatech Australasia Launches Highest Grade Aloe 
Product in the World, Manapol Powder, Business Wire

 THE SCIENCE OF ALOE

Aloe Metabolites Prevent LPS-Induced Sepsis and 
Inflammatory Response by Inhibiting Mitogen-
Activated Protein Kinase Activation
Aloe, a polyphenolic anthranoid-containing  Aloe vera  leaves, is a 
Chinese medicine and a popular dietary supplement worldwide. 
In in vivo situations, polyphenolic anthranoids are extensively 
broken down into glucuronides and sulfate metabolites by the gut 
and the liver. The anti-inflammatory potential of aloe metabolites 
has not been examined. The aim of this study was to investigate 
the anti-inflammatory effects of aloe metabolites from in vitro 
(lipopolysaccharides (LPS)-activated RAW264.7 macrophages) 
and ex vivo (LPS-activated peritoneal macrophages) to in vivo 
(LPS-induced septic mice). The production of proinflammatory 
cytokines (TNF-[Formula: see text] and IL-12) and NO was deter-
mined by ELISA and Griess reagents, respectively. The expres-
sion levels of iNOS and MAPKs were analyzed by Western blot. 
Our results showed that aloe metabolites inhibited the expression 
of iNOS, decreased the production of TNF-[Formula: see text], 
IL-12, and NO, and suppressed the phosphorylation of MAPKs by 
LPS-activated RAW264.7 macrophages. In addition, aloe metabo-
lites reduced the production of NO, TNF-[Formula: see text] and 
IL-12 by murine peritoneal macrophages. Furthermore, aloe admin-
istration significantly reduced the NO level and exhibited protec-
tive effects against sepsis-related death in LPS-induced septic mice. 
These results suggest that aloe metabolites exerted anti-inflamma-
tory effects in vivo, and that these effects were associated with the 
inhibition of inflammatory mediators. Therefore, aloe could be 
considered an effective therapeutic agent for the treatment of sepsis.

Effect of aloeemodin on the proliferation and apoptosis 
of human synovial MH7A cells; a comparison with 
methotrexate

Happy retirement to Roger Poore!
Aloe Vera of America’s Roger Poore retired shortly after the Inter-
national Aloe Science Council's March board of directors meeting. 
Roger was a long-time board member and served as the 2015 chair. 
He is looking forward to spending more time with family and 
cheering on the Dallas Cowboys to another Super Bowl ring. Best 
wishes, Roger, and enjoy your next adventures!   

IASC AND ALOE IN THE NEWS

 Î A substance found in aloe vera could be a ‘natural’ 
morning after pill, netdoctor

 Î Aloe Vera Extracts Market Is Anticipated To Reach US$ 
2,661.8 Mn By 2023 – Credence Research, PDFDevices

 Î Global Aloe Vera-Based Drinks Market to Grow at 
CAGR 9.6% by 2020- Key Vendors, Trends, Challenges, 
and Drivers, Green Mountain Outlook

 Î Aloe Vera, yuca and coconuts big growth items within 
tropical roots category, Fresh Plaza

 Î Aruba’s quirky aloe museum traces the history of 
this moisturizer and treatment for burns, Pittsburgh 
Post-Gazette

 Î US Aloe Vera Extracts Market Sales Segmentation and 
Analysis by Recent Trends, Development and Growth 
by Trending Regions 2017, Military Technologies

 Î Improve your digestion with these foods, Bel Marra 
Health

 Î Aloe Vera for Equine Ulcers? TheHorse.com

 Î Aloe Vera: More Then Just A Plant For Sunburn, South 

Roger Poore

http://patriarc.com/2017/05/10/global-aloe-vera-extracts-industry-production-sales-revenue-and-opportunity-2017-to-2021/140200
http://patriarc.com/2017/05/10/global-aloe-vera-extracts-industry-production-sales-revenue-and-opportunity-2017-to-2021/140200
http://abc13.com/health/surprising-uses-for-aloe-vera/1446679/
http://www.cnn.com/2017/01/10/travel/aruba-aloe-farm/
http://www.foodbev.com/news/popular-japanese-aloe-vera-yogurt-alove-now-available-in-the-us/
http://www.deccanchronicle.com/lifestyle/pets-and-environment/030317/telangana-aloe-vera-cactus-farm-is-loving-hot-weather.html
http://timesofindia.indiatimes.com/city/hyderabad/hyderabad-pollution-robs-aloe-vera-of-wonder-drug-tag-says-study/articleshow/57588050.cms
http://timesofindia.indiatimes.com/city/hyderabad/hyderabad-pollution-robs-aloe-vera-of-wonder-drug-tag-says-study/articleshow/57588050.cms
http://www.businesswire.com/news/home/20170326005033/en/Mannatech-Australasia-Launches-Highest-Grade-Aloe-Product
http://www.businesswire.com/news/home/20170326005033/en/Mannatech-Australasia-Launches-Highest-Grade-Aloe-Product
https://www.ncbi.nlm.nih.gov/pubmed/28490235
https://www.ncbi.nlm.nih.gov/pubmed/28490235
https://www.ncbi.nlm.nih.gov/pubmed/28490235
https://www.ncbi.nlm.nih.gov/pubmed/28487948
https://www.ncbi.nlm.nih.gov/pubmed/28487948
https://www.ncbi.nlm.nih.gov/pubmed/28487948
http://www.netdoctor.co.uk/medicines/sexual-health/news/a28193/plant-chemical-contraception-aloe-vera/
http://www.netdoctor.co.uk/medicines/sexual-health/news/a28193/plant-chemical-contraception-aloe-vera/
https://www.pdfdevices.com/aloe-vera-extracts-market-is-anticipated-to-reach-us-2661-8-mn-by-2023-credence-research/
https://www.pdfdevices.com/aloe-vera-extracts-market-is-anticipated-to-reach-us-2661-8-mn-by-2023-credence-research/
http://www.gmoutlook.com/global-aloe-vera-based-drinks-market-to-grow-at-cagr-9-6-by-2020-key-vendors-trends-challenges-and-drivers-38477.html
http://www.gmoutlook.com/global-aloe-vera-based-drinks-market-to-grow-at-cagr-9-6-by-2020-key-vendors-trends-challenges-and-drivers-38477.html
http://www.gmoutlook.com/global-aloe-vera-based-drinks-market-to-grow-at-cagr-9-6-by-2020-key-vendors-trends-challenges-and-drivers-38477.html
http://www.freshplaza.com/article/174697/Aloe-Vera,-yuca-and-coconuts-big-growth-items-within-tropical-roots-category
http://www.freshplaza.com/article/174697/Aloe-Vera,-yuca-and-coconuts-big-growth-items-within-tropical-roots-category
http://www.post-gazette.com/life/travel/2017/04/23/Aruba-s-quirky-aloe-museum/stories/201704230035
http://www.post-gazette.com/life/travel/2017/04/23/Aruba-s-quirky-aloe-museum/stories/201704230035
http://www.military-technologies.net/2017/05/10/us-aloe-vera-extracts-market-sales-segmentation-and-analysis-by-recent-trends-development-and-growth-by-trending-regions-2017/
http://www.military-technologies.net/2017/05/10/us-aloe-vera-extracts-market-sales-segmentation-and-analysis-by-recent-trends-development-and-growth-by-trending-regions-2017/
http://www.military-technologies.net/2017/05/10/us-aloe-vera-extracts-market-sales-segmentation-and-analysis-by-recent-trends-development-and-growth-by-trending-regions-2017/
http://www.belmarrahealth.com/improve-digestion-foods/
http://southfloridareporter.com/aloe-vera-just-plant-sunburn/
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AE may be a potential therapeutic agent for the treatment of RA, 
and may be complimentary to MTX, based on its antiprolifera-
tive effect on synovial cells.

Aloesin from Aloe vera accelerates skin wound healing 
by modulating MAPK/Rho and Smad signaling 
pathways in vitro and in vivo

BACKGROUND: Cutaneous wound healing is a complex process 
involving various regulatory factors at the molecular level.  Aloe 
vera is widely used for cell rejuvenation, wound healing, and skin 
moisturizing.

HYPOTHESIS/PURPOSE: This study aimed to investigate the 
effects of aloesin from Aloe vera on cutaneous wound healing and 
mechanisms involved therein.

STUDY DESIGN: This study consisted of both in vitro and in 
vivo experiments involving skin cell lines and mouse model to 
demonstrate the wound healing effects of aloesin by taking into 
account several parameters ranging from cultured cell migration 
to wound healing in mice.

METHODS: The activities of Smad signaling molecules (Smad2 
and Smad3), MAPKs (ERK and JNK), and migration-related 
proteins (Cdc42, Rac1, and α-Pak) were assessed after aloesin 

Rheumatoid arthritis (RA) is a chronic inflammatory disease 
characterized by synovial hyperplasia. Methotrexate (MTX), an 
antifolate derivative, is used for the treatment of RA, as it exerts 
antiproliferative efftects on lymphocytes and synovial cells. 
Aloeemodin (AE) is a primary component of anthraquinones 
in  Aloe vera  and exerts antiproliferative and apoptotic effects 
on various tumor cells. In the present study, the effect of AE on 
the proliferation and apoptosis of MH7A human RA synovial 
cells was examined. In addition, the effect of AE was compared 
with that of the established RA therapeutic MTX. MH7A cells 
were incubated with 5, 10, 20 or 40 µM AE, or 0.01, 0.05, 0.1 or 
1 µM MTX, for 24, 48 or 72 h. Subsequently, total cell numbers 
were assessed using trypan blue staining and Cell Counting kit8. 
Furthermore, MH7A cells incubated with AE or MTX for 48 h 
were evaluated for apoptosis following Annexin V/propidium 
iodide (PI) staining, and for cell cycle distribution following PI 
staining. The results indicated that ≥10 µM AE and ≥0.05 µM 
MTX effectively decreased the numbers of viable MH7A cells. 
In addition, 40  µM AE and 1  µM MTX induced apoptosis 
in MH7A cells. Cell cycle analysis revealed that ≥20  µM AE 
induced G2/M phase arrest, whereas ≥0.1  µM MTX induced 
S phase arrest. These observations suggested that AE treatment 
inhibited the growth of MH7A cells by arresting the cell cycle 
at a different checkpoint compared with MTX treatment. Thus, 

https://www.ncbi.nlm.nih.gov/pubmed/28478809
https://www.ncbi.nlm.nih.gov/pubmed/28478809
https://www.ncbi.nlm.nih.gov/pubmed/28478809
http://www.veracetics.es
mailto:europe%40veracetics.es?subject=
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pulp. Furthermore, acemannan stimulated dentin regeneration in 
teeth with reversible pulpitis.

Effect of different drying procedures on the bioac-
tive polysaccharide acemannan from  Aloe vera  (Aloe 
barbadensis Miller) 
The main effects of different drying procedures: spray-, indus-
trial freeze-, refractance window- and radiant zone-drying, on 
acemannan, the main bioactive polysaccharide from Aloe vera gel, 
were investigated. All the drying procedures caused a considerable 
decrease in the acemannan yield (~40%). Degradation affected 
not only the backbone, as indicated by the important losses of 
(1→4)-linked mannose units, but also the side-chains formed by 
galactose. In addition, methylation analysis suggested the deacety-
lation of mannose units (>60%), which was confirmed by  1H 
NMR analysis. Interestingly, all these changes were reflected in 
the functional properties which were severely affected. Thus, water 
retention capacity values from processed samples decreased ~50%, 
and a reduction greater than 80% was determined in swelling 
and fat adsorption capacity values. Therefore, these important 
modifications should be taken into consideration, since not only 
the functionality but also the physiological effects attributed to 
many Aloe vera-based products could also be affected.

Aloe vera enhances the innate immune response of pacu 
(Piaractus mesopotamicus) after transport stress and 
combined heat killed Aeromonas hydrophila infection
In this study, pacu (Piaractus mesopotamicus) were fed with diets 
containing Aloe vera for 10 days prior to transport stress and infec-
tion with heat killed Aeromonas hydrophila. A. vera is popular 
around the world due to its medicinal properties, including 
immunostimulatory effects which was observed in this study. The 
results show that transport causes immunosuppression, an effect 
that was prevented by A. vera. Specifically, A. vera prevented reduc-
tions of both leukocyte respiratory burst and hemolytic activity of 
complement system caused by transport. Further, fish fed with A. 
vera also showed significantly higher leukocyte respiratory burst, 
serum lysozyme concentrations and activity of complement system 
24 h after bacterial infection. Additionally, we observed that A. vera 
may modulate the innate response through activation of comple-
ment system during bacterial immune stimulation. In summary,  
A. vera extract enhanced innate immune parameters and conse-
quently the ability of fish to cope with pathogens following trans-
port stress. These findings show that A. vera has promise for use in 
aquaculture and add further evidence that medicinal herbs added 
to fish feed assist to prevent disease outbreaks.

Wound Healing Activity of Extracts and Formulations 
of  Aloe vera, Henna, Adiantum capillus-veneris, and 
Myrrh on Mouse Dermal Fibroblast Cells
BACKGROUND: Among the most important factors in 

treatment in cultured cells (1, 5 and 10µM) and mouse skin (0.1% 
and 0.5%). We also monitored macrophage recruitment, secretion 
of cytokines and growth factors, tissue development, and angio-
genesis after aloesin treatment using IHC analysis and ELISAs.

RESULTS: Aloesin increased cell migration via phosphorylation 
of Cdc42 and Rac1. Aloesin positively regulated the release of 
cytokines and growth factors (IL-1β, IL-6, TGF-β1 and TNF-α) 
from macrophages (RAW264.7) and enhanced angiogenesis 
in endothelial cells (HUVECs). Aloesin treatment accelerated 
wound closure rates in hairless mice by inducing angiogenesis, 
collagen deposition and granulation tissue formation. More 
importantly, aloesin treatment resulted in the activation of Smad 
and MAPK signaling proteins that are key players in cell migra-
tion, angiogenesis and tissue development.

CONCLUSION: Aloesin ameliorates each phase of the wound 
healing process including inflammation, proliferation and remod-
eling through MAPK/Rho and Smad signaling pathways. These 
findings indicate that aloesin has the therapeutic potential for 
treating cutaneous wounds.

Stimulation of Dentin Regeneration by Using 
Acemannan in Teeth with Lipopolysaccharide-induced 
Pulp Inflammation
INTRODUCTION: This study investigated the effects of 
acemannan, a polysaccharide from Aloe vera, on human deciduous 
pulp cells in vitro and the response after vital pulp therapy in dog 
deciduous teeth.

METHODS: Human primary dental pulpal cells were treated 
with acemannan in vitro and evaluated for proliferation, alkaline 
phosphatase activity, type I collagen, bone morphogenetic protein 
(BMP-2), BMP-4, vascular endothelial growth factor, and dentin 
sialoprotein expression and mineralization. Osteogenesis-related 
gene expression was analyzed by complementary DNA micro-
array. Pulpal inflammation was induced in dog teeth for 14 days. 
The inflamed pulp was removed, retaining the healthy pulp. The 
teeth were randomly divided into 3 treatment groups: acemannan, 
mineral trioxide aggregate, and formocresol. Sixty days later, the 
teeth were extracted and evaluated histopathologically.

RESULTS: Acemannan significantly increased pulp cell prolif-
eration, alkaline phosphatase, type I collagen, BMP-2, BMP-4, 
vascular endothelial growth factor, and dentin sialoprotein expres-
sion and mineralization approximately 1.4-, 1.6-, 1.6-, 5.5-, 2.6-, 
3.8-, 1.8-, and 4.8-fold, respectively, compared with control. 
In vivo, partial pulpotomy treatment using acemannan generated 
outcomes similar to mineral trioxide aggregate treatment, resulting 
in mineralized bridge formation with normal pulp tissue without 
inflammation or pulp necrosis. In contrast, the formocresol group 
demonstrated pulp inflammation without mineralized bridge 
formation.

CONCLUSIONS: Acemannan is biocompatible with the dental 

https://www.ncbi.nlm.nih.gov/pubmed/28457457
https://www.ncbi.nlm.nih.gov/pubmed/28457457
https://www.ncbi.nlm.nih.gov/pubmed/28457457
https://www.ncbi.nlm.nih.gov/pubmed/28433715
https://www.ncbi.nlm.nih.gov/pubmed/28433715
https://www.ncbi.nlm.nih.gov/pubmed/28433715
https://www.ncbi.nlm.nih.gov/pubmed/28382194
https://www.ncbi.nlm.nih.gov/pubmed/28382194
https://www.ncbi.nlm.nih.gov/pubmed/28382194
https://www.ncbi.nlm.nih.gov/pubmed/28477996
https://www.ncbi.nlm.nih.gov/pubmed/28477996
https://www.ncbi.nlm.nih.gov/pubmed/28477996
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The potential benefits of using aloe vera in stoma patient 
skin care
Individuals living with an ostomy may suffer from a variety of 
peri-stomal skin complications related to the use of their stoma 
appliance or accessories. These conditions can be serious enough 
to significantly impact on a patient’s quality of life and may result 
in severe clinical complications (such as infection). This article is 
a review of the literature with the objective of investigating and 
presenting evidence for the well-documented use of aloe vera in 
the prevention of skin conditions similar to those seen in peri-
stomal skin complications. An exploration for the potential use 
of aloe vera directly or indirectly (as an adjunct to medical devices 
such as wafers) in stoma patients is presented with the view that 
this use may be beneficial in the prevention of such peri-stomal 
skin complications.

Evaluation of Phenolic Compounds and Antioxidant 
and Antimicrobial Activities of Some Common Herbs
The study was designed to evaluate the phenolic, flavonoid 
contents and antioxidant and antimicrobial activities of onion 
(Allium cepa), garlic (Allium sativum), mint (Mentha spicata), 
thyme (Thymus vulgaris), oak (Quercus),  aloe vera  (Aloe 
barbadensis Miller), and ginger (Zingiber officinale). All extracts 
showed a wide range of total phenolic contents, that is, 4.96 
to 98.37 mg/100 g gallic acid equivalents, and total flavonoid 
contents, that is, 0.41 to 17.64 mg/100 g catechin equivalents. 
Antioxidant activity (AA) was determined by measuring reducing 
power, inhibition of peroxidation using linoleic acid system, 
and 2,2-diphenyl-1-picrylhydrazyl radical (DPPH) scavenging 
activity. Different extracts inhibited oxidation of linoleic acid 
by 16.6 to 84.2% while DPPH radical scavenging activity 
(IC50  values) ranged from 17.8% to 79.1 μg/mL. Reducing 
power at 10 mg/mL extract concentration ranged from 0.11 to 
0.84 nm. Furthermore the extracts of these medicinal herbs in 
80% methanol, 80% ethanol, 80% acetone, and 100% water were 
screened for antimicrobial activity by disc diffusion method 
against selected bacterial strains,  Staphylococcus aureus,  Esche-
richia coli, Bacillus subtilis, and Pasteurella multocida, and fungal 
strains,  Aspergillus niger,  Aspergillus flavus, Rhizopus solani, 
and Alternaria alternata. The extracts show better antimicrobial 
activity against bacterial strains as compared to fungal strains. 
Results of various assays were analyzed statistically by applying 
appropriate statistical methods.

Beneficial effects of a Coriolus versicolor-based vaginal 
gel on cervical epithelization, vaginal microbiota and 
vaginal health: a pilot study in asymptomatic women

BACKGROUND: To assess the effect of a 12-day treatment 
using a vaginal gel based on niosomes containing hyaluronic acid, 
ß-glucan, alpha-glucan oligosaccharide, Coriolus versicolor, Asian 

wound healing pathways are transforming growth factor beta1 
and vascular endothelial growth factor. Fibroblasts are the main 
cell in all phases wound closure. In this study, the extracts of 
plant materials such as  Adiantum capillus-veneris,  Commiphora 
molmol, Aloe vera, and henna and one mixture of them were used 
to treatment of normal mouse skin fibroblasts.

METHODS: Cytotoxic effects of each extract and their mixture 
were assessed on mouse skin fibroblasts cells using 3-(4,5-dimeth-
ylthiazol-2-yl)-2,5-diphenyltetrazolium bromide assay. We 
performed migration assays to assess migration properties of 
mouse skin fibroblasts cells in response to the extracts. Changes in 
the gene expression of the Tgfβ1 and Vegf-A genes were monitored 
by real-time polymerase chain reaction.

RESULTS: A. capillus-veneris,  C. molmol,  and henna extract 
improved the expression of Tgfβ1 gene. All used extracts upregu-
lated the expression of Vegf-A gene and promoted the migration of 
mouse fibroblast cells in vitro.

CONCLUSIONS: The present study demonstrated that the 
mentioned herbal extracts might be effective in wound healing, 
through the improvement in the migration of fibroblast cells and 
regulating the gene expression of Tgfβ1 and Vegf-A genes in fibro-
blast cells treated with extracts.

Herbal Use and Medical Pluralism Among Latinos in 
Southern California
Complementary and alternative medicine (CAM) is often used 
alongside conventional medical care, yet few patients disclose 
CAM use to medical doctors. Our objectives were to (1) assess 
Latino herbal use, (2) explore the most commonly used herbs 
for common ailments, and (3) examine patients’ disclosure of 
herb use to their physicians. Self-administered questionnaires 
were collected from 318 Latino patients seeking treatment at 
community health centers. Descriptive statistical analysis was 
conducted to determine the frequency of stated objectives among 
the participants. Fisher’s exact test was used to compare differ-
ences among CAM users and non-users. Most respondents (90%) 
reported using herbs. Less than a third (31%) of those herb users 
felt comfortable speaking English to their physician. A majority 
(74.8%) of the respondents utilizing herbs reported never 
disclosing their herbal use to their healthcare providers, and of 
those that did, majority (63%) were under the age of 36 years. Of 
those that disclosed their herbal use, only 31% perceived receiving 
a positive reaction about herbal use from their providers. Chamo-
mile, cinnamon, Aloe vera, spearmint, and key lime were the top 
used herbs in this population. Herbal use disclosure reflects a 
greater sense of trust and communication between patient and 
provider. Therefore, a need exists to increase provider compe-
tency for patients using herbs in order to improve consistency of 
care and facilitate healthy patients and communities, especially 
among Spanish-speaking Latinos in Southern California.

https://www.ncbi.nlm.nih.gov/pubmed/28328276
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centella, Azadirachta indica, and Aloe vera on vaginal microbiota, 
cervical epithelization, and vaginal health.

METHODS: Open-label, prospective pilot study conducted in 
asymptomatic women in daily practice. Cervical epithelization 
was evaluated by colposcopy using an ectopy epithelization score 
(from 5: no ectopy to 1: severe ectopy and bleeding), vaginal 
microbiota using the VaginaStatus-Diagnostic test (Instiüt für 
Mikroökologie, Herborn, Germany) and further rated by the 
investigator using a 5-point Liker scale (from 5: normal to 1: very 
severe deterioration in which all evaluated species were altered), 
and vaginal health using the Vaginal Health Index.

RESULTS: In 21 women, a positive effect to improve epitheliza-
tion of the cervical mucosa, with a mean score of 4.42 at the final 
visit as compared to 3.09 at baseline (P < 0.0001) (43% improve-
ment). In 10 women, there was a trend of improving of vaginal 
microbiota status, with a mean score of 4.0 at the final visit vs. 
3.3 at baseline (P = NS) (21.2% improvement). In 11 women, the 
Vaginal Health Index increased from 19.0 at baseline to 22.3 at 
the final visit (P = 0.007). The concentration of Lactobacillus spp. 
increased 54.5% of women and pH decreased from 4.32 to 4.09.

CONCLUSIONS: These encouraging preliminary results provide 
the basis for designing a randomized controlled study, and for 
potential use in human papilloma virus infection.

Quality attributes, phytochemical profile and storage 
stability studies of functional ready to serve (RTS) 
drink made from blend of  Aloe vera, sweet lime, amla 
and ginger
Aloe vera  based RTS formulation was prepared in this study 
which provides the health benefits of this wonder plant and was 
also appealing in terms of sensory qualities. In the present study 
four formulations of A. vera RTS drink with ginger, sweet lime, 
and amla (V1, V2, V3, and V4 were developed). The developed 
products were subjected to physico-chemical, organoleptic, and 
microbial analysis. The formulation V3 was found to be the most 
preferred variant with respect to the sensory quality. Further the 
blends were found to be a good source of vitamin C and other 
nutritional parameters. The storage stability studies carried out 
on the formulations showed that the physico-chemical and the 
sensory qualities of the RTS blends were acceptable after 60 days 
of storage. Microbial analysis of the RTS blends during the storage 
period revealed that it was free from any microbial spoilage.

Effect of Four Different Media on Periodontal Ligament 
Cells Viability of Dry-Stored Dog Teeth
STATEMENT OF THE PROBLEM: The maintenance of viable 
periodontal ligament cells is the most important issue in the long-
term preservation of avulsed teeth.

PURPOSE: The aim of this study was to assess  aloe vera  as a 
new storage media in maintaining the cell viability of dry-stored 
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in  aloe vera  raw materials and finished products. This method 
used HPLC coupled with UV detection at 380 nm for the aloins 
and 430 nm for aloe-emodin. The advantage of this test method 
is that the target analytes are concentrated from the sample 
matrix (either liquid or solid form) using stepwise liquid-liquid 
extraction (water-ethyl acetate-methanol), followed by solvent 
evaporation and reconstitution. This sample preparation process 
is suitable for different forms of products. The concentrating step 
for aloins and aloe-emodin has enhanced the method quantita-
tion level to 20 parts per billion (ppb). Reversed-phase chroma-
tography using a 250 × 4.6 mm column under gradient elution 
conditions was used. Mobile phase A is 0.1% acetic acid in water 
and mobile phase B is 0.1% acetic acid in acetonitrile. The HPLC 
run starts with a 20% mobile phase B that reaches 35% at 13 min. 
From 13 to 30 min, mobile phase B is increased from 35 to 100%. 
From 30 to 40 min, mobile phase B is changed from 100% back 
to the initial condition of 20% for re-equilibration. The flow rate 
is 1 mL/min, with a 100 μL injection volume. Baseline separation 
(Rs > 2.0) for aloins A and B and aloe-emodin was observed under 
this chromatographic condition. This test method was validated 
with raw materials of  aloe vera  5× (liquid) and  aloe vera  200× 
(powder) and finished products of aloe concentrate (liquid) and 
aloe (powder). The linearity of the method was studied from 10 
to 500 ppb for aloins A and B and aloe-emodin, with correlation 
coefficients of 0.999964, 0.999957, and 0.999980, respectively. 

teeth in comparison with soy milk, Hank s̀ balanced salt solution 
(HBSS), and milk.

MATERIALS AND METHOD: Twenty-one extracted dog 
premolar teeth were dried for 30 minutes and stored in soy milk, 
HBSS, milk, and  aloe vera  extract (50%) for 45 minutes (n=6 
for each). Furthermore, positive and two negative control groups 
(n=6), corresponding to 0 min, 30 min, and 2-hour drying times 
were also prepared respectively. The number of viable cells was 
counted following storage using Trypan blue exclusion. Data were 
statistically analyzed using the one-way ANOVA and post hoc 
Tukey-HSD test.

RESULTS: Statistical analysis showed no significant differences 
in cell viability among aloe vera, soymilk, and HBSS- stored teeth; 
however, they were all superior to milk.

CONCLUSION: Aloe vera  extract can be recommended as a 
suitable storage media for avulsed teeth.

Quantitative Analysis of Aloins and Aloin-Emodin 
in  Aloe Vera  Raw Materials and Finished Products 
Using High-Performance Liquid Chromatography: 
Single-Laboratory Validation, First Action 2016.09

A single-laboratory validation study is described for a method of 
quantitative analysis of aloins (aloins A and B) and aloe-emodin 
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oxygen species (ROS), cell cycle distributions, and rates of 
apoptosis as estimated by f low cytometry. In comparison with 
other cells, MCF-7 cells were more sensitive to AE treatment; 
AE enhanced the cytotoxicity of 9[Formula: see text] [Formula: 
see text] g/ml tamoxifen by reducing EGFR, ER [Formula: 
see text], Ras, ERK, c-Myc, and mTOR protein expression 
and blocking PI3K and mTOR activation. Finally, although 
co-treatment of AE with tamoxifen increased intracellular 
ROS, there were no effects on cell cycle progression. Besides 
facilitating tamoxifen-induced cell death, AE also enhanced 
the antiproliferative activity of tamoxifen by blocking Ras/
ERK and PI3K/mTOR pathways in breast cancer cells, thus 
demonstrating the chemosensitizing potential of AE.

In vitro wound healing and cytotoxic activity of the gel 
and whole-leaf materials from selected aloe species
ETHNOPHARMACOLOGICAL RELEVANCE: Aloe vera is 
one of the most important medicinal plants in the world with 
applications in the cosmetic industry and also in the tonic or 
health drink product market. Different parts of Aloe ferox and 
Aloe marlothii are used as traditional medicines for different 
applications. Although wound healing has been shown for certain 
aloe gel materials (e.g. A. vera ) previously, there are conflicting 
reports on this medicinal application of aloe leaf gel materials.

AIM OF THE STUDY: The present study aimed at determining 
the wound healing properties of the gel and whole-leaf materials 
of  Aloe vera, Aloe ferox, and Aloe marlothii, as well as their 
cytotoxic effects on normal human keratinocyte cells (HaCaT).

MATERIALS AND METHODS: Nuclear magnetic resonance 
spectroscopy was used to chemically fingerprint the aloe gel 
and whole-leaf materials by identifying characteristic marker 
molecules of aloe gel and whole-leaf materials. An MTT assay 
was performed to determine the cytotoxicity of the various aloe 
whole-leaf and gel materials on HaCaT cells. Wound healing 
and in vitro cell migration were investigated with HaCaT cells by 
means of the CytoSelect™ assay kit.

RESULTS: The in vitro wound healing assay suggested that all 
the aloe gel and whole-leaf materials examined, exhibited faster 
wound healing activity than the untreated control group. After 
48h, all the aloe gel and whole-leaf materials almost completely 
caused full wound closure, displaying 98.07% (A. marlothii 
whole-leaf), 98.00% (A. vera gel), 97.20% (A. marlothii gel), 
96.00% (A. vera whole-leaf), 94.00% (A. ferox gel), and 81.30% 
(A. ferox whole-leaf) wound closure, respectively. It was 
noteworthy that the gel materials of all the three aloe species 
exhibited significantly faster (p<0.05) wound healing actions 
when compared to their respective whole-leaf materials at 32h.

CONCLUSION: The gel and whole-leaf materials of A. vera, A. 
ferox, and A. marlothii have shown the ability to heal wounds 
at a faster rate and to a larger extent than untreated keratino-

The test method was proven to be specific, precise, accurate, 
rugged, and suitable for the intended quantitative analysis of 
aloins and aloe-emodin in raw materials and finished products. 
The S/N for aloins A and B and aloe-emodin at 10 ppb level were 
12, 10, and 8, respectively, indicating our conservative LOD level 
at 10 ppb (the typical LOD level S/N is about 3). The S/N for 
aloins A and B and aloe-emodin at the 20 ppb level were 17, 14, 
and 16, respectively, indicating our conservative LOQ level at 20 
ppb (the typical LOQ level S/N is about 10). The stock standard 
solution of a mixture of aloins and aloe-emodin and a working 
standard solution were found to be stable for at least 19 days 
when stored refrigerated at 2-8°C, with a recovery of 100 ± 5%.

Aloe emodin, an anthroquinone from Aloe vera acts as 
an anti aggregatory agent to the thermally aggregated 
hemoglobin
Aggregation of proteins is a physiological process which contrib-
utes to the pathophysiology of several maladies including diabetes 
mellitus, Huntington’s and Alzheimer’s disease. In this study we 
have reported that aloe emodin (AE), an anthroquinone, which 
is one of the active components of the  Aloe vera  plant, acts as 
an inhibitor of hemoglobin (Hb) aggregation. Hb was thermally 
aggregated at 60°C for four days as evident by increased thioflavin 
T and ANS fluorescence, shifted congo red absorbance, appear-
ance of β sheet structure, increase in turbidity, and presence of 
oligomeric aggregates. Increasing concentration of AE partially 
reverses the aggregation of the model heme protein (hemoglobin). 
The maximum effect of AE was observed at 100μM followed by 
saturation at 125μM. The results were confirmed by UV-visible 
spectrometry, intrinsic fluorescence, ThT, ANS, congo red assay 
as well as transmission electron microscopy (TEM). These results 
were also supported by fourier transform infrared spectroscopy 
(FTIR) and circular dichroism (CD) which shows the disappear-
ance of β sheet structure and appearance of α helices. This study 
will serve as baseline for translatory research and the develop-
ment of AE based therapeutics for diseases attributed to protein 
aggregation.

Aloe-Emodin Enhances Tamoxifen Cytotoxicity by 
Suppressing Ras/ERK and PI3K/mTOR in Breast 
Cancer Cells
Aloe-emodin (AE) is derived from  Aloe vera  and rhubarb 
(Rheum palmatum) and exhibits anticancer activities via 
multiple regulatory mechanisms in various cancers. AE can 
also enhance the anticancer efficacy of cisplatin, doxorubicin, 
docetaxel, and 5-f luorouracil; however, its effects remain 
poorly characterized. MCF-7, MDA-MB-231, MDA-MB-468, 
BT-474, and HCC-1954 breast cancer cell lines were treated 
with the indicated conditions of AE, and cell viability assays 
were performed. The expression levels of signaling proteins 
were determined by western blot analysis, intracellular reactive 
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abolished IL-6/-8 expression. The computer modeling indicated 
that monomeric/dimeric single stranded acemannan molecules 
interacted with the TLR5 flagellin recognition sites with a high 
binding affinity. We conclude that acemannan induces IL-6/-8 
expression, and p50/DNA binding in gingival fibroblasts, at 
least partly, via a TLR5/NF-κB-dependent signaling pathway. 
Furthermore, acemannan selectively binds with TLR5 ectodo-
main flagellin recognition sites.

The effect of  aloe vera  on the expression of wound 
healing factors (TGFβ1 and bFGF) in mouse embry-
onic fibroblast cell: In vitro study

BACKGROUND: Aloe vera  (A.v) have been used traditionally 
for topical treatment of wounds and burns in different countries 
for centuries, but the mechanism of this effect is not well under-
stood. Various growth factors are implicated in the process of 
wound healing. Among the different growth factors involved 
in the process, TGFβ1 and bFGF are the most importantly 
expressed in fibroblast cells. The aim of this study was to evaluate 
the effect of A.v on the expression of angiogenesis growth factors 
in mouse embryonic fibroblast cells.

METHODS: We exposed mouse embryonic fibroblast cells to 
different concentrations of A.v (50, 100 and 150μg/ml) at two 
different time of 12 and 24h. Fibroblast cell without A.v treat-
ment serves as the control. The expression of TGFβ1and bFGF 
was measured by real time-polymerase chain reaction (real-time-
PCR) and enzyme-linked immunosorbent assay (ELISA) at the 
level of gene and protein.

RESULTS: We observed that A.v gel at first up-regulated the 
expression of TGFβ1 and bFGF, but, these genes were later 
repressed after a particular time.

CONCLUSION: Our results demonstrated that A.v was dose-
dependent and time-dependent on the expression of bFGF 
and TGFβ1 in fibroblast cell in vitro. This mechanism can be 
employed in the prospective treatment of physical lesion.

Protective effects of Aloe sterols against UVB-induced 
photoaging in hairless mice

BACKGROUND: Aloe vera  is a traditional medical plant 
whose gel has been widely used in skin care. Previously, we have 
identified Aloe sterols from Aloe vera as active ingredients. This 
study investigated the protective effects of Aloe sterols without 
polysaccharides, against ultraviolet B (UVB)-induced skin 
photoaging in mice using Aloe vera gel extract (AVGE) obtained 
by supercritical f luid extraction.

METHODS: Aloe vera gel extract was supplemented in the diet 
(12 or 120 ppm), and HR-1 hairless mice were exposed to UVB 
irradiation for 7 weeks. Skin measurements and histological and 
analytical studies were performed.

cytes. The MTT assay results suggested that the gel and whole-
leaf materials of all the selected Aloe species showed negligible 
toxicity towards the HaCaT cells.

Safety and efficacy of a polyherbal formulation for the 
management of dyslipidemia and hyperglycemia in 
patients with advanced-stage of type-2 diabetes
The present clinical trial was designed to evaluate the safety and 
efficacy of a polyherbal formulation (PHF) consisted of Allium 
sativum,  Aloe vera, Nigella sativa, Plantago psyllium, Silybum 
marianum, and Trigonella foenum-graecum for controlling 
dyslipidemia and hyperglycemia in patients with advanced-stage 
of type-2 diabetes. An open-label phase I trial was carried out on 
30 patients who had hyperlipidemia and hyperglycemia before 
the beginning of the trial in spite of receiving statins and oral 
hypoglycemic drugs. Patients were given one PHF sachet two 
times daily for 40 consecutive days. All subjects also continuously 
received their statins and oral hypoglycemic agents. Clinical 
assessments and laboratory findings were evaluated before 
starting treatment and at day 40. Treatment with PHF had no 
significant effects on serum biochemical parameters related to 
liver and kidney functions, on hematological parameters related 
to erythrocytes, leukocytes, and platelets, and on body weight 
and blood pressure. After consumption of PHF, 2 patients 
complained of mild nausea, and 2 patients reported diarrhea. 
PHF significantly decreased fasting blood glucose and HbA1c 
from 162±40mg/dL to 146±37mg/dL and from 8.4±1.5% to 
7.7±1.1%, respectively. Also, it significantly decreased the level 
of LDL from 138±25mg/dL to 108±36mg/dL, and the level of 
triglycerides from 203±47mg/dL to 166±58mg/dL. In conclu-
sion, the present results demonstrated that the PHF was safe 
and efficacious in lowering the levels of blood glucose and serum 
lipids in patients with advanced-stage of type-2 diabetes.

Acemannan increases NF-κB/DNA binding and 
IL-6/-8 expression by selectively binding Toll-like 
receptor-5 in human gingival fibroblasts
Acemannan, an acetylated polymannose from  Aloe vera, has 
immunomodulatory effects. We investigated whether acemannan 
induces IL-6 and -8 expression and NF-κB/DNA binding in 
human gingival fibroblasts. IL-6 and -8 expression levels were 
assessed via RT-PCR and ELISA. The NF-κB p50/p65-DNA 
binding was determined. The structures of acemannan mono-
pentamers and Toll-like receptor 5 (TLR5) were simulated. The 
binding energies between acemannan and TLR5 were identi-
fied. We found that acemannan significantly stimulated IL-6/-8 
expression at both the mRNA and protein level and signifi-
cantly increased p50/DNA binding. Preincubation with an 
anti-TLR5 neutralizing antibody abolished acemannan-induced 
IL-6/-8 expression and p50/DNA binding, and co-incubation 
of acemannan with Bay11-7082, a specific NF- κB inhibitor, 
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validated an analytical method for aloin detection in fresh and 
dry samples of Aloe barbadensis gel and latex using high perfor-
mance liquid chromatography coupled to a diode array detector 
(HPLC-DAD). Phosphate buffered saline (pH 3) was selected as 
the extraction solvent. The aloin was separated using a Zorbax 
Eclipse AAA column (4.6 × 150 mm) at 35°C, and water and 
acetonitrile were used as the mobile phase at a flow rate of 0.9 
mL/min. The linearity was satisfactory with a correlation coeffi-
cient greater than 0.999. Under these conditions, the method 
precision (relative standard deviation) was 3.71% for FL, 4.41% 
for dry latex, 0.81% for fresh gel and 4.42% for dry gel samples. 
Aloe latex was determined to have a greater amount of aloin than 
aloe gel. The method validation was satisfactory and exhibited 
adequate linearity, repeatability, and accuracy.

REGULATORY NEWS

4 top priorities for upholding 
DSHEA
by Anthony L. Young, Kleinfeld, Kaplan & Becker LLP and 
AHPA General Counsel

As the new leadership settles in at the Food and Drug Administra-
tion (FDA), the dietary supplement industry must seek a reordering 
of priorities at the Center for Food Safety and Nutrition (CFSAN). 
The four areas in most need of attention are clear based on over 
20 years of experience with the Dietary Supplement Health and 
Education Act (DSHEA) and 10 years under the dietary supple-
ment current good manufacturing practices (cGMPs).  

1. Revamp and finalize NDI draft guidance

The new dietary ingredient (NDI) draft guidance has been 
a problem for FDA and for the industry because the agency, 
with some industry urging, chose to spend pages and pages 
explaining its view of what is and is not an NDI. FDA has 
taken the narrowest reading possible in order to cover its 
reputation should an unsafe dietary ingredient cause harm. In 
such a case, FDA would then say that the ingredient is in fact 
an NDI requiring notification but no notification had been 
filed. This part of the draft guidance should be shelved. The 
remainder of the draft—FDA’s explanation of what an NDI 
notification ought to include—should be made final after 
careful consideration of comments filed.

2. Align cGMP inspections with DSHEA

CFSAN management allows FDA inspectors to ask herbal 
supplement manufacturers to have analytical methods to 
identify and quantify botanical ingredients in finished 
products. This is done despite FDA knowing full well that such 

RESULTS: Repeated UVB irradiation induced rough wrinkling 
of skin with water content reduction and hyperkeratosis. AVGE 
administration resulted in the significant improvement of 
UVB-induced skin dryness, epidermal thickness, and wrinkle 
formation. The AVGE group also suppressed the degenerations of 
dermal collagen fibers and the appearance of cutaneous apoptosis 
cells induced by UVB. Furthermore, AVGE administration 
reduced the excess elevation of pro-inflammatory cytokines 
(IL-1β and TNF-α) and matrix metalloproteinases (MMP-2, 
MMP-9, MMP-12, and MMP-13) in UVB-exposed skin.

CONCLUSION: The dietary ingestion of Aloe sterols protected 
against chronic UVB damage in mouse skin, and our results 
suggest that Aloe sterols may prevent skin photoaging through 
the anti-inflammation and MMP regulation.

Topical interventions to prevent acute radiation 
dermatitis in head and neck cancer patients: a system-
atic review
PURPOSE: The purpose of the study is to evaluate the effects 
of pharmacological and non-pharmacological topical controls in 
the prevention of radiation dermatitis.

METHODS: Relevant clinical trials were identified through 
electronic searching databases CINAHL, CENTRAL, LILACS, 
PubMed, Scopus, and Web of Science. Handsearching and gray 
literature searches were also performed to find additional refer-
ences. Primary outcomes of interest were the development of 
radiation dermatitis and the time of occurrence of radiation 
dermatitis.

RESULTS: Thirteen randomized clinical trials were included 
in this review. The trials were published in Chinese, English, or 
French, from 1980 to 2015. Pharmacological interventions used 
in the trials were trolamine, aloe vera, allantoin, Lianbai liquid, 
sucralfate, Na-sucrose octasulfate, olive oil, hialuronic acid, 
and dexpanthenol. Non-pharmacological topical controls were 
usual care/institution routine, aqueous cream, mild soap, water 
thermal gel, placebo, and no intervention.

CONCLUSIONS: There was no strong evidence that indicates 
differences between topical pharmacological interventions or 
non-pharmacological topical controls in the prevention of acute 
radiation dermatitis among patients with head and neck cancer 
undergoing radiotherapy.

An HPLC Procedure for the Quantification of Aloin 
in Latex and Gel from Aloe barbadensis Leaves
Aloin is an anthraquinone-C-glycoside present in  Aloe vera. 
This compound is extremely variable among different species 
and highly depends on the growing conditions of the plants. 
The quantification of aloin in different extraction prepara-
tions has been a frequent problem due to the high instability of 
the compound. The aim of the present study is to develop and 
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early on in President Bill Clinton’s tenure. So for six years, there 
was no regrouping, per se; rather, FDA was just figuring out how 
to address our industry. Then once George W. Bush became 
president, we saw a steep drop-off in FDA enforcement, specifi-
cally of warning letters regarding disease claims. When Barack 
Obama took office eight years later, the pendulum swung back 
the other way, enforcement increased, and we saw the begin-
ning of aggressive enforcement of current good manufacturing 
practices regulations.

Until we see signals from FDA’s new management—first from 
Commissioner Scott Gottlieb, M.D., and then likely from the 
Center for Food Safety and Applied Nutrition—prognostica-
tions and predictions from lawyers, consultants, and lobbyists will 
abound. One thing is for sure: In this uncertain environment, the 
supplement industry should not slip out of claims-compliant mode 
and begin making more disease claims. Without question, lawyers 
representing states, counties, and plaintiffs are all watching closely 
and eager to pounce.  

While we wait to see how this new era unfolds, here is what we can 
pick up from the Trump administration’s overall tenor.

America First 
In March, the Federal Trade Commission (FTC) published a 
consent decree regarding a pulley block company’s “Made in USA” 
claims. The decree states: 

The complaint also alleges that Block Division used unqualified 
“Made in USA” claims in advertising on its website, in stores, 
through trade shows and authorized dealers, on social media, and 
through flyers and pamphlets to represent that these pulley blocks, 
other products, and the parts used to make them, were all or virtu-
ally all made in the United States. In fact, the complaint states, 
Block Division’s pulley blocks and other products include signifi-
cant imported parts, which are essential to the function of those 
products.

Although this decree is not aimed at the dietary supplement 
industry, it sends a very clear message to any company selling a 
product made with components not originating from the U.S. 
Anyone making “Made in USA” claims may want to reconsider or 
at least carefully review the FTC guidance on such claims. We do 
not want our industry making false America First–related claims.  

The Tariff Act of 1930 applies to dietary supplements because it 
spells out country of origin requirements. This was trade-protec-
tion legislation passed in the Hoover administration in a full 
America First mode, designed to encourage Americans to buy 
American and not to buy imports. Country of origin regulations 
mandate that when a product’s principal ingredient is from China 
or Pakistan, it must be labeled as a product of that country. 

Given the America First tilt of this administration, U.S. Customs 
and Border Protection may begin paying more attention to 

methods of quantifying and identifying ingredients in herbal 
mixtures do not exist. The agency also knows that DSHEA 
explicitly states that cGMPs “may not impose standards for 
which there is no current and generally available analytical 
methodology.” FDA needs to stop disrespecting DSHEA and 
harassing herbal supplement manufacturers contrary to the 
law’s mandate.

3. Ramp up enforcement of unlawful disease claims 

Twenty-three years ago, FDA management predicted that the 
dietary supplement industry would hurt itself and its reputa-
tion by making unlawful disease claims for its products. 
Their rationale was that the industry had been doing this for 
decades, and with DSHEA, it would only ramp up the claims. 
Disease claims continue to perpetuate the misconception that 
dietary supplements are unregulated. To combat this, FDA 
needs to pick up the pace on notifying companies that make 
unlawful claims.  

4. Enforce fairly and uniformly 

Fair and uniform enforcement policies must be established 
throughout FDA districts. Currently, some inspectors take 
the liberty of imposing their views on manufacturers, encour-
aging them to take products off the market, to chance claims 
on products even though the claims are lawful, and to other-
wise rearrange their businesses. CFSAN dietary supplement 
management should not allow this. No company should be 
made to feel a product should be removed from the market 
unless that is a clear FDA national policy, vetted first by the 
dietary supplement community. Bottom line, fairness and 
uniformity should be a requirement of FDA enforcement.  

Originally published in the April 2017 AHPA Report. Reprinted by permission 
of the American Herbal Products Association. All rights reserved.

What the Trump administration 
may mean for dietary supplements
by Anthony L. Young, Kleinfeld, Kaplan & Becker LLP and 
AHPA General Counsel

Whenever a new president takes office and begins assembling an 
administration, the Food and Drug Administration (FDA) pauses, 
regroups, and reprioritizes. This is especially true when there is a 
change in political party, as is the case right now. 

While we don’t yet know how the dietary supplement industry 
will be regulated in the Donald Trump era, expect a more signifi-
cant and lengthy regrouping than we’ve seen during other recent 
transfers of power. Remember, the Dietary Supplement Health 
and Education Act was passed unanimously and signed into law 

https://www.ftc.gov/tips-advice/business-center/guidance/complying-made-usa-standard
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it’s non-mayonnaise product Just Mayo, which allegedly ran afoul 
of the mayonnaise standard.

Supplements
Steve Tave has been appointed director of FDA’s Office of Dietary 
Supplements and is assisted by Cara Welch, senior advisor. These 
two have very protective views on several issues important to 
American Herbal Products Association (AHPA) members, 
including finished product testing, pesticide testing, and the need 
for a new dietary ingredients guidance that gives FDA the greatest 
amount of cover regarding problematic products moving toward 
the market. 

FDA continues to issue warning letters in the food, supplement, 
and cosmetic industries that cite testimonials and claims made 
for products in websites. Remember, the third-party literature is 
an exemption from misbranding, not a free ticket to make drug 
claims, express or implied, for your products. FDA has and will 
continue to cite companies for implying that they are selling drugs 
by making implied disease claims through the citation of literature 
or testimonials. 

FDA is getting consent decrees from companies who simply do 
not come into compliance. Once under a consent decree, those 
companies need to prove their way out. Most appear to be contract 
manufacturers simply going out of business rather than seeking to 
comply. With regard to contract manufacturing, FDA continues 
to make clear that brands are responsible for having information 
on the batches of products they produce. AHPA has suggested that 
guidance would be useful here since field inspectors are all over 
the place in what they ask of companies. However, the freeze on 
regulations and guidance will make that unlikely.  

There is a wide disparity among contract manufacturers, so brands 
must do due diligence before signing on with one. Contract 
manufacturers must assure that the labels they apply to products 
are compliant. Both parties are responsible for the end result. If 
labels make it appear that a marketer does not understand the 
basics of supplement labeling, it is a clear signal to FDA inspectors 
that you do not know what you are doing. 

In uncertain and changing times, be extra careful out there.  

Originally published in the March 2017 AHPA Report. Reprinted by permis-
sion of the American Herbal Products Association. All rights reserved.

enforcing this provision. After all, government agencies gener-
ally like to keep the president happy. Know that fines under the 
Tariff Act of 1930 can be staggering because of the way penalties 
are calculated.

FTC
A consent decree sent to beverage company Supple in 2015 is a 
model of FTC enforcement against firms using short- and long-
form testimonials and infomercials to sell their products. This 
company had been operating for at least a decade before FTC 
finally reigned it in. Under the Trump administration, FTC will 
likely continue picking the low-hanging fruit of dietary supple-
ment cases. Don’t expect more Bayer cases or fights over how 
many well-controlled clinical trials are needed to support a health 
claim. Instead, it’s more likely FTC will look for outright false and 
misleading claims and clear instances of fraud.

DEA
We don’t have the dope on dope—cannabis, that is. Currently, the 
states are fertile grounds for moving the medical and recreational 
models, and how this new administration will address cannabis is 
anyone’s guess. But if the plant were grown here, it would certainly 
be American. We do not believe that the Drug Enforcement 
Agency (DEA) targeted hemp or cannabadiol in any of the new 
regulations it issued toward the end of the Obama administration.  

FDA
Judging by Trump’s many grumblings about regulations choking 
out business, we can be quite certain there will be no new regula-
tions without a real need. This includes guidance.    

The drug industry has already made clear that it will not give up 
its franchises to this antiregulation, and it will likely prevail. After 
all, Gottlieb was the industry’s choice for FDA commissioner, and 
he was chosen. 

The food industry, on the other hand, may develop deregulation 
requests over time. However, if you look at the framework of the 
food industry, the major players, predominantly large corporations, 
are in favor of FDA regulation. Innovators, conversely, are not. In 
fact, a trade association representing food innovators is circulating 
a petition challenging the food standards that have been in place 
since 1938. The petition seeks to change how these standards work, 
following upon the controversy stirred by Hampton Creek calling 

https://www.ftc.gov/news-events/blogs/business-blog/2016/10/when-flexibility-isnt-virtue-tips-supple-case
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Michael McGuffin, CRC Insurance, Amin Talati, General Nutrition Centers (GNC), 
Pacific Nutritionals, Systemic Formulas, Rainbow Light

Sponsor

Jim Prochnow, Arise & Shine, Herbalist & Alchemist, NOW Foods, Bent Creek Institute, Frontier 
Natural Products Corporation, Mountain Rose Herbs, Traditional Medicinals, Emerson Ecologics, 
Vitality Works, Iovate Health Sciences, Alkemist Pharmaceuticals, Motherlove Herbal Company, 
Animal Essentials, Gaia Herbs, Golden Flower Chinese Herbs, Paragon Laboratories, Ridgecrest 
Herbals, Sabinsa Corporation

Advocate 

Jon Benninger, Steven Dentali, Beth Lambert, New Chapter, 
Mark Blumenthal, Mountain Meadow Herbs, Pharmline, 
Pacific Botanicals, Beehive Botanicals, Earth Mama Angel 
Baby, BI Nutraceuticals, Dicentra, EuroPharma, Nuherbs

Supporter

Evergreen Herbs, Jackie 
Greenfield, Nutraceutical Corp., 
Strategic Sourcing, James Fischer, 
Dagmar Goldschmidt, Nutratech
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