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RE: Response to Public Comment from Folissic dliternarives Recovery Trust (“HART?}, Inc.
{WVDA's Emergency Rule Filing (W.Va. CSR § 61-30-1, ¢t seg. relating to Select Plant-Based
Derivatives))

Dear Mr. Miller, HART, Inc.) & To Whom It May Otherwise Concern:

¥ am writing in reply to your comment to the West Virginda Department of Agricalture’s
(hereinafter "WVDA" or “the Department”™) proposed emergency rule (§61-C.S.R.-30; Select
Plant-Based Derivative ?mducts}, as received by the Department’s Legislative Rule Comrment
erpail {iu 53 on July 10, 2025, at 10:12am, EST.

Thank you for taking the time to submit the above-mentioned correspondence. Below, 1
will address the three (3) matters at hand which T have ideatified from your correspondence and
will do so in order of your inquiries as they were received. Your comments posed three (3)
quﬁrstians or suggestions for revision as follows:
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o address your first and second remarks and requests for clarity and/or revision: after
carefid consideration of your comments, we will be modifying our proposed amendment as
follows:

“Hemp products containing TH in greater amount(s) than what is athorvised by applicable
daws, preducts derived from Mitragyna Speciosy consaining move than 2% af 7-
kydvoxymitragying, and von-waturally occureing ov synthetic products as defined in Section
2.30 af this Rule, such as concentrated 7-OH (CF-OHMITY oy “7-0H7)>



The above change should address your Brst two comments. While much time was spent in
consideration of and in formulating the proposed change as presented in our initiel emergency
amendment proposal, we also recognize the respeetive needs of these (e, indusiry/industries)
involved in this process.

At the beaxt of the regulations discussed herein Hes our fundamental intent to help foster
the growth of herap, kratom, and other select plant-based derivative industries’ business in this
stafe to allow for an already-thriving industry to flourish. After all, agriculture hasa
fundasmentally significant part in all reabms; but more specifically to this issue, agriculture plays a
critical role in promoting the economic growth of our great state,

That said, it is important o note that we are constitetionally obligated to provide safe,
healthy products; therefore, we must seek 1o snsure that any product(s) under the umbrella of our
regulatory authority which are sold to West Virginda consumers are, indeed, what they chaim to
be.

Given that the nature of the product{s) discussed hevein, and the broad range of consumer
goods therewith, T will now take the opportunity to note that some products under the umbrelia
of the Department’s authority do have the potential to be marketed and sold a5 3 health or
medicinal product and are perhaps legally marketed and sold as such ot the present moment.
Therefore, we must take all possible measures to strike 2 balance between the above-noted
constitutional/regulatory obligations and our commitment to furthering ecopomic growth and
prospenty as the new and dangerous synthetic forms of these products continus to evolve
virtually overmight.

In further consideration of our duty o protect the citizens of this state, we believe that it
is necessary to maintain a dght and science-based threshold (the 2% Hmit) 1o be in line with the
standard which owr nationally renowned (SO 17025 sccredited) laboratory considers to be the
appropriate, most properly considered as what we know 1o be safe, and sclentifically acourate
standard. This must be done to best ensure quality levels and safety in monitoring the content of
aff iterns and products regulsted by WVDA,

To address your third and final point as to suggested language, and while noting the
appreciation of such input, T will begin by reiterating my staternent concerning our
constitutionally mandated duties to ensure the safety of West Virginia consumers.

"This duty applies to all that we do, both in the oversight of quality levels as televant to any
given product(s}, as well as the standard(s} to which the product(s) under our purvisw are held.
We believe that the percentage requirements act to ensure that we uphold our obligations to West
Virginda citizens.

Your third and final inguiry was as follows:

+ Third, the proposed amendment to 61-30-11 is further ambizuous because the word
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“syunthetic” is not defined. Accordingly, manufacturers and sellers are left to wuess as to whether




their products are “svathetic” or not, We think this confusion and uncertainty can be easily
avmded with minor revisions, We recommend the following revised language:

Hemp products that contain mere than the THC mm:em anthorized by law, kratom
svnduets thet contain more than 28mg of 7-bydroxvisd tragyitue per serving, Uidme of

............................................................

%

auitragynine per serving, and 150my of kavalactones per serving, and non-naturally
ocenrringTaully svathetic products.
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The Departrnent agrees that the term “synthetic” as used in the Rule and as amended by
the proposed emergency filing should be clarified. Resultantly, we will revise the proposed
gmergency rule and its amendment pertaining to your third point as follows:

2.3, “Produces coveved sndov by West Virginia Code §§19-1285-12 and 19-12F-57 means
Jraduct(s) which ave naturally sccorying, won-synthetic substavces that ave devived from hemyp
{Cannabis Sativa L) ov kraton (Mitragyna Speciosa) plasts: ; and for the prorposes of this vule,
synthptic vefers o products coveved undey §§19-12E-13 and (9-125-5, which ave wot devived
masurally frow the plant(s), but are fustend cveated and groduced in @ lnbovatory setting. (2.2,
entively lnb-made products ave considered to be syntheric.}

The Department declines, however, to adopt the entirety of your suggested revisions s to
kavaizctones and serving(s) in milligrams, as our adopied regulation currently does not
incorporate favelactones and does not follow a milligram-by-serving framework,

If there are more specific concerns, please call our Regulatory Division at the telephone
number listed on this letterhead 1o speak with one of WVDA's highly qualified employees, each of
whom 15 specialized m their respective fleld(s). { suggest that you call or email any specific
questions or peeds so that we can best assist you with further inguiries and can move easily
answer any future questions that msy arise about product labeling requirements.

¥ will note in sum, however, that we do find our requirements to be on par with the various
other restrictions that exist elsewhere across the country, and some states have taken far more
stringent steps, including flat bans and more intensive regodatory measures,

The restrictions on the classification of certain forms of kratom and its chemical makeup,
inchading its numerous scientific compounds and components, as well as the items made



therefrom and therewith, sre following what exists in state code or a5 mandated by law or
regulation. These products and krators overall is marketed to certain varieties of consumer
products which are intended to be marketed or sold ss medicinal or dietary items, or those which
can have potential risks or health imphcations.

This fact in itself warrants appropriate restrictions as to eontent and the levels or amount

that each of those said item{s) and product(s) sold may coneain, just as the Department has in
place with this regulatory framework, and which the Department will continue to enforce.

Indeed, the FDIA recendy issued o warning on July 15%, 2025, (just a few short days
following your comment on our proposed emergency anendment 1o this Rule) regarding the
illegal marketing of certain products as potentially concerning. I have attached a copy of the
warning received by the Diepartment via email 1o this Leiter,

I will ernphasize that the Department does feel that this approach, as proposed, and as
now revised based on your remarks, 1s 2 reasonable, science-based approach and an attempt to

accommeodate both consumer safety and industry needs in WVDA's regulatory practices as the
FDA secks further response and clarity from the entities which received the official warning as to

these products.

Again, I thank you for your input and suggestions as to appropriate language for this
Emergency Rule, and I do hope this has provided you with the answers and clarification needed.
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Lora Greer Walker, Esq., General Counsel

West Virginia Department of Agriculture



