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Month day, 2019

Name

Firm Name
Street Address
City, State

To whom it may concern:

It has come to our attention that (___ firm name ) is (manufacturing/selling) products that contain CBD at (
firm location ).

Please be advised of the following regarding CBD products in the marketplace:

e Itisa prohibited act under section 301(ll) of the FD&C Act [21 U.S.C. 331(Il)] to introduce or deliver for
introduction into interstate commerce any food (including any animal food or feed) to which has been
added a substance which is an active ingredient in a drug product that has been approved under section 505
of the FD&C Act [21 U.S.C. 355] or a drug for which substantial clinical investigations have been
instituted and for which the existence of such investigations has been made public.

e CBD is the active ingredient in the approved drug product Epidiolex, a drug product that has been approved
under section 505 of the federal Food, Drug & Cosmetic Act (“FD&C Act™). Substantial clinical
investigations have been instituted for CBD and the existence of such investigations have been made
public.

e Since CBD is the active ingredient in the approved drug product Epidiolex, it is currently excluded from
being a dietary supplement under section 201(ff)(3)(B)(i) and (ii) of the FD&C Act.

e CBD products marketed with claims to prevent, mitigate, diagnose, treat or cure serious diseases (aka
“health claims™) indicate that the products are intended for use as drugs under the FD&C Act [21 U.S.C.
321(g)(1)]. Section 201(p) of the FD&C Act [21 U.S.C. 321(p)] specifies that new drugs may not be
legally introduced or delivered for introduction into interstate commerce without prior approval from FDA.
CBD in products other than the approved drug Epidiolex and which makes health claims would be a new
drug that cannot legally be introduced into interstate commerce.

e North Carolina has routinely adopted by reference the federal Food, Drug & Cosmetic Act and
implementing regulations. The violation of these federal laws and regulations would equally be a violation
of state laws and regulations.




Once you place products into the marketplace, you have a responsibility to comply with all federal and state laws.
Failure to comply could result in legal action being taken against you, including without limitation, embargo,
seizure and injunction.

Sincerely,

Anita MacMullan
Director
Food and Drug Protection Division

cc: Joe Reardon. Assistant Commissioner for Consumer Protection
FDA/ATL-DO

4000 Reedy Creek Road
1070 Mail Service Center, Raleigh, North Carolina 27699-1070 @ (919) 733-7366 @ Fax (919) 733-6801
TTY: 1-800-735-2962 Voice: 1-877-735-8200
An Equal Opportunity Employer
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CONTACT: Joe Reardon, assistant commissioner
NCDA&CS
919-707-3011

Regulators notify industry regarding CBD products in the
marketplace

RALEIGH — The N.C. Department of Agriculture and Consumer Services is sending out
letters next week to manufacturers and retailers who sell products containing CBD oil, detailing
what is legal to sell in North Carolina.

“Under federal Food and Drug Administration laws, CBD is considered a drug,” said Joe
Reardon, NCDA&CS assistant commissioner of consumer protection. “North Carolina state laws
mirror federal laws. This means that CBD cannot legally be added to any human food or animal
feed that is for sale.”

The product can also not make health claims, including statements that the product may
prevent, treat or cure any disease. Failure to comply could result in embargo or seizure of
products.

“We are taking an educate before regulate stance with industry,” Reardon said. “We
know they may not be aware of the state laws regarding the addition of a drug to a food product,
However, we reserve the right to be more assertive, as other states have been, if we need to be in
the future. Our main concern is consumer health and safety with any product that falls under our
regulatory authority.

“We also urge consumers to be smart shoppers and ask questions before choosing to
purchase any tincture that contains CBD or hemp extract. Find out how the product is
manufactured, if the company has purity standards and what the potency may be,” he said.

Industry with questions about the regulation of CBD can call the Food and Drug
Protection Division, 919-733-7366.
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It was discovered 30 years ago that ail humans
have their own ECS (endocannabinoid System)

in their bodies. Endocannabinoids are the

chemical messengers at the end of every cell

that help maintain optimal balance in your body;
aka (Homeostasis). When your body does not
produce enough endocannabinoids, you are more
susceptible to ilinesses with a weakened immune

system that can affect your sleep, mood, appetite,
motor control, memory, Pain sensors and morel
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POTENTIAL HEALTH BENEFITS

The science and medical fields have additionally discovered that there are over 100 total
cannabinoid molecules that the human body can recognize. However, only about 10 of them are
“fully understood” and quantitatively measured beyond trace amounts at this time!

The grid below highlights the comprehensive potential health benefits and outcomes that both
humans and pets can, and ARE-currently experiencing when adding a high grade, pure, FULL
SPECTRUM LINE of CBD/CBG oils; tinctures and related products to their daily wellness regimen.

. 'WE REMOVE ALL THC FROM OUR PRODUCTS

} “SCHEMICAL
MESSENGERS

Cannabidiol (CBD):

Is a nen-psychaactive-component of the
cannabis plant. CBD is an appeatling,
naturally derived remedy for:

+ Inflammation

- Pain

Anxiaty

« Psychosis

* Seizures

+ Spasms

- And other conditions without
B3 Receptore: exporiencing the mind-altering
i effects caused by THC
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Pain Relief Analgesic
Reduces Inflammation Anti-Inflammatory
Suppresses Appetite Anorectic
Stimulates Appetite Appetite Stimulant
Reduces Vomiting and Nausea Antiemetic
Reduces Contraction of Small Intestine Anti-prokinetic
Relieves Anxiety Anxiolytic
Tranquilizing/Psychosis Management Antipsychotic
Reduces Seizures and Convulsions Anticpileptic
Suppresses Muscle Spasrus Antispasmodic
Aids Sleep Anti-insornia
Increases Efficiency of Immune System Immunostimalant
Reduces Blood Sugar Levels Anti-diabetic
Prevents Nervous System Degeneration Neuroprotective
Treats Psoriasis Antipsoriatic
Reduces Risk of Artery Blockage Anti-ischemic
Kills or Slows Bacteria Growth Anti-bacterial
Treats Fungal Infections Anti-fungal
Inhibits Cel Growth in Tumors/Cancer Anti-profiferative |
Promotes Bone Growth Bone-stimalant




QUANTUM CBD H20
WATER WITH A CAUSE!

We utilize American grown
hemp extracts in order to bring
4 you the highest quality CBD
water on the market today!
{ *100% THC free, * 7.4 PH
3] balanced, *Electrolyte infused,
{ and up to 10 to 12mg’s/bottle
5 of Totat Cannabinoid Content
& (TCC) to help you recover and
heal tired muscles bringing your
body to Homeostasis!

PCX 30% & 60%
ACTIVE MOLECULE CONTENT(AMC)

Both PCX 30% & 60% §
Hemp Oil Tinctures by
Pure Cannaceutical have
been  forumlated using
Premium Full Spectrum,
100% - THC FREE Qil with
the highest levels of CBD,
natural carriers and other
Cannabinoids along with Naturally Present “T erpenes’”.
These line(s) were developed as a daily supplement
to help promote overall wellness, reduce systemic
inflammation and PAIN!

PCRX
MEDICAL GRADE TINCTURES

PCRX by Pure Cannaceutical is formulated using a
Proprietary blend of Full-Spectrum,
Zero - THC Oil enhanced with
99.9% Pure CBD and 99.9% Pure
Cannabigenol (CBG); setting an un-
rivaled standard in an under- regulated
industry. The latest in HPLC molecule
isolation ensures Potency and
Consistency in every batch without the
use of chemical solvents. This line was

developedforuse by Health Professionals
inalf aspects of the Health Care industry.

*All Pure Cannaceutical products are 3rd party tested
regularly to ensure quality! *Available upon request
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PURE CANNACEUTICAL

has a full line of Industrial Hemp CBD 100% THC
FREE, Chemical FREE products for you, your family
and your Pets!

MISSION STATEMENT

Our mantra is simple. We stand behind every claim,
product label, and CBD delivery system that will
hetp you five a more pain free life, while enha ncing
a healthy lifestyle and reducing your anxiety, stress
and reliance on painkillers, toxic medications, and
over-the-counter pills that contain harsh chemicals
with unwanted side effects; All with a 100% (THC)
FREE Guarantee!

We will always partner and collaborate with the
highest grade CBD Hemp growers, and coupled
with the industry’s most efficient proprietary
filtration process, we will never skimp on guality
that is being put into your body.

FOR MORE INFORMATION
CONTACT:

®

Angier Family Pharmacy

Angier Pharmacy
50 East Depot Street - Angier, NC 27501
919.639.0155 - fax 919-639-2755

Angierpharmacy@angierpharmacy.com
Mon-Fri 8:30AM-6:30PM - Sat 8:30AM-4:00PM « Sun Closed

We are an Okiahoma Based CBD-Rich Hemp
Oil Processing and Manufacturing Company
Focused on bringing our customers the
purest CBD Industrial Hemp Oil with the
highest Active Molecule Content in the world,

OUR PRODUCTS ARE:

* 100% THC FREE

» Non-narcotic/non-addictive

« Full Spectrum

» 3rd party lab certified

» Organic, non - GMO grown in the USA

» The highest grade and purest Industrial Hemp
in USA

« Chemical and solvent FREE
* 99.9% pure CBD and CBG



