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Will CBD Become a Shakespearean Tragedy?
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Will CBD Become a Shakespearean Tragedy? &, sie vister, president & cF0, CRI
To CBD or not ta CBD, that is the question ..

hakespeare posed plenty of can-

templative questions, but for

today’s dietary supplement mar-
ketars, ratailers and consumears, pnrlupa:
nothing ts mora presang than—aor as
coifuding as—the decision whather to
jurmp inta the cannabidiol [CEDY mar-
ket—or nat.

Mo irgredient in moent memory has
attracted the level of buez that CED
has. By same estimates, the ower-tha-
counter marnoet for hemp-cerived tood,
supplamant and parsonal cane procducts
contaning CHD axceadead 5190 millien
last year, and is projected 1o supass
5650 million in five years. It has bean
added 1o everything from pills and
pawders to gummies, from snacks and
tras 1o toothpaste and lotinns. All this
whila the ingradiant was arguably still
illzgal undar bath the Controllad
Substances Act and the Food, Dreg &
Coprnatic Act

S0 the passage of the 2018 Farrn BIll
i weeboormne news 1o woukd-be marketers
looking for some clarity as to the legal
status of CED, The inclusion of the
Hergs Farm Ac in the final legalation
rernaved hemp from the definiton of
marijuana, which is a Schedule 1 con-
trolled substance, provided the phnt
contans not more than .3 percent THC
[the pyscho-active substance that gives
marijuana its “high”). By cttectively tak-
ing hamp, and products dedved fram
tha plant, off the federal controdad sub-
stances list, the Farm Bill alloss for
lagal cultivation, harest, transpart, mars-
keting and resaarch of hemg and it
eartitaent CBD, and it alimirated a
significant legal barder to lawdul markst-
irey of CED-containeng prodiscts,

CBD Restraints
But mat o fast. Whils the DEA {Drug
Enforcament Administration) issuss
have besn addressad, FOA LS, Food
and Drug Adminstration) has rot ghean
CAD the graen light for inclusion of
CHD in food snd distary supplements,
and that hurdle may be just as formida-
ble. FOWWs issues with CBD ane unrelat-
ed to the ingredient's cornections to
marijuana and are mulifaceted.
Roadblocks =till exist for lawful market-
ing of CBD as aither a taod or a distary
supplamart.

First and foramaost, FM has repaat-
eclly apired that it balieves CBD doss

not meet the dafinition of either a
“dietary supplement” ar a "food”
because of an exclusion buried in the
dafinitone of both teems in tha fedaral
Food Drneg & Cosmeatss Act. That law
extludes frof those definitions any
“article” that was previously studied a2
& drusg in a substantial clinical irvestiga-
tion prior to it beng marketed in one of
thise canegaries,

No ingredient
recent
memaory
has attracted
the of
buzz thot
P
CBD F

This provigion first app-namd in
CEHEA [Distary Supplarmant Health and
Education Act of 1994), and was later
replicated for "food,” o provide phar-
macautical companias with axchsive
usa of compounds for which they bad
irmesbed nesearch before they wesne mar-
keted as supplemnents or foad. In athar
wards, the law provides that i
rescarchers get interested in a com-
peand for potential dnig purposes after
it & aleady marketed as 8 food or sup-
plmru:nl.. he dlug and the Blupphslnenl
must eoexist in the marketplace togeth-
er [think amega-3s ar niacin), but i# the
drug research comes first, then the
pharmaceutical gets the monapaly and
the article docsn't qualify 2= a food or
supplement. This pravision is the cux of
tha Wigation fram tha 19905 invalvirg
et yeash rice, and why today supple-
ment manufactuners are prohibied fam
standardizing the levels of lovastatin in
those products.

FDA has inwcked this cbscure prosi
sion ffaund in 21 USC EIXFE)ENG, i
s want to go kzxak for rnnrsnll’:l ina
series of waming letters over the past
yaar with tha parspective that CBD was

first studied for its evantual use in the
drug Epidiolex befone it was lewfuly
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sold in a foad or supplement. At CRN:
conference in Ociober, FOWS Director
of Diatary Supplemant Programs
(OD4EF) Staven Tave stated emphatically
fram the podivm that FON balisas the
“ehnical investigation” clause precludes
lereefs marketing of CBD in either sup-
phaments or food

Forturately, an escaps hatch exists
Th statute also permits FO® o exempt
a particular articde fram the exdusion an
marketing as a food ar supplement if
FDA, in ifs discretion, “ssuas a regula-
tiom, after notes and comerant, finding
that the article would be lavful .. * Ard
there are same campelling public
health reasons why FOW could be moti-
wated 1o use this pravisicn to make an
axception for CBD.

A | mentioned sardier, the proverbial
horse is already out of the barn whan it
camas ta CED. The markat for CED
products—lagal or noi—is exploding,
Dasgete warming letters and podium
palicy, consunmers are demanding
sooess o CBD and marketers s
already responding with 5190 million of
products. 5o FOA faces a chaice: con-
fire fo il at tha wing without tha
enforcament rescurces to put tha horse
back it the barm, of devies anathar
wary 1o raqulate CED, Allowing the sals
of food and supplemants containing
CHD would permit FDA to imposs
GMPs, mandatory sdverse swent repoet-
ing, natification of claime, acce:s o
safety data and ather regulatory
racr_limrnn,nls onio the sector. FOA,
could detarming that, in tha intenest of
public safaty, an exception to the clin-
cal investigation clauss is bath eapadi-
ent and justilied for CBD.

Claims and Safety Concerns

FDA has also copressed concems about
CBD praducts that claim to prevent,
trcant, cure and mitigate discases. Such
claims are limited to drugs. CBD mar-
katars should be especally cautious not
o make drug-lke claims for thair prod-
uets Becauss doing ao could turn even
atharwize laadul CED products into
unapproved new dgs.

But theres anather reasan to be con
sarvative in marketing claims; the pl.b-
lcly avallable research on tha barafits
of CBOY reveas that the science behind

(Continued on page 27)
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this compound &5 still Im its infancy,
Witheut seund clinical resasrch suppor-
irgg the promoted healih benefits, mar-
ketars are wulrerable to irvestigations
of their claims and whetbar ey meet
the “coenoetent and rebable seientific
evidanpe” standard, the long-estab-
lished threshodd far adeertising claims at
the Fodaral Trade Commission. In fact,
a raview of racent FDWA warning battars
asposing objections to T80 on dedfin-
tional grounds sueoests that drug-like
elairns for the procucts may have tog-
gered the closer seruting by FOWL in the
first place.

Lastly, and Fuzrhaps most cntical, are
tha potantial safaty concarns for CRI.
& reviow of the exbersive precautions
and wamings n the drug labefing of
Fpu‘llnl-u:- inccates that af hghnr
desages, safety meues may et
Would-be TED rarketers should
rernember that FOMAs position that TBD
was not marketed as a supplemeant prior

B CRNU edm‘e

to the clmical trials of CBD ac a drug,
inharertly revead FDAS view thas CED
wias ot on the market price to 1984,
and thus, it qualifies as a nes dietany
ingradient.

That triggers an obligation to submit
a Mew Dhztary Ingredient (MNDI notifica-
fion to the agency complote with ey
dence why tha marnoater baliceas it is
reasanably expecied to be safe, So
firene shauld alraady bs developing
thwir safaty dossiens on their method of
raniufactising CRD ard prapaning
thase subyrisions for when the athes
isses have been resohed. Albermatively,
companics could detids to assembbe
their own panel ot experts and dovclop
a salf-atirmed GRAS [generally recog-
nimad &z saia) certification, a5 one
peominent markater has afeeady dore,
but that takes time ard planrang too.
Either avenue underscores the need to
demonstrate that each unique CBD
afering is sate for consumers,

Ho the journey toward getting lawdul
B praducts w0 the supplement and

food marketplace has begun, bat addi
tional obstacas sl ba ahoad. Passage
of the Farm Bill was a critical Brot step,
kit it doecn't addrese these ather
igsed, Inchastry will need 1o work collec-
tively through the rade sssocistione to
addnees FOW's concems.

Hf e do, the market for OBD cowld
bz oz Juliet's rose 1o smell as
swaat and flourieh o s full petential
Oibsreeise, this could Become the win-
ter of sur discontent. And CBD, by
any other nama, will gill ba a missed
cpportunity.
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