West Virginia Department of Agriculture

Kent A, Leonhardi, Commissioner
Josaph L. Hatton, Deputy Commissioner

Dhear Personal Care Products Councils

Thank vou for submitling vour comments o the West Virginia Deparimoent of Agriculture
regarding 61CSR30. The Department bas reviewed vour comments and have considared how these
changes would impact the current regulations of hop prodecis,

The comments you bave subnitied o the WYDRA highlight the tmportance of the
centificate of analysis (COA) for bemp produecis. The WVDA is deterrnined o ensure that hemp
produsts are safe for consumers throughout West Virginda, while alse creating the testing
requiremnents that are feastble for manufactures. Your comuments seggest that the WVDA should
clarify their position on “guaranteed cannabinoids” and oreate COA requirements that are not as
stremuons on the manufacturing process,

The WYDA would like to make appropriete changes to the current regulations that can

help address these concams. Moviag forward, we will fake those comments inlo consideration

while updating current regmlations for hemp products.

Sincersly,

Stoney Helmick

Hemp Prodoct Program Specishist
WY Dapt. of Agriculture

1900 Eanawha Blvd, E.
Charleston, WV 23345
304-546-9173
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Personal Care & Products Council
\\\\\\ Committed to Sataty,

Gluality & Innovation

July 27, 2021
Vi Blectronie Submission
Stoney Helmick
WV Department of Agricubture
19080 Kanawha Boulevard
Fast Charleston, WYV 25305
Email: shelmickipwvdans

Be: Tatle 61, Series M, Comments on West Virginia Depariment of Agricalfure’s Proposed
Eule on Hemp Products

The Personal Care Froduets Council (“PCPC™Y is pleased to submit the following comments on
the West Virginiz Department of Agricuiture’s (the “Departroent™) Proposed Rulemaking related
to hemp products (ghe “Proposcd Rule™) that was publicly released on June 28, 20217 Qwr
member companics are involved in the disiribution sod sale of sver-the-counter (“OTC™Y drug
products, cosmetios, ollefrles, Fragrances, and ingredients o West Vieginda, and therefore have 2
strong interest in the scope and applicability of this Proposed Rule.

The Proposed Rule addresses in detad] the importance of sensible tost metheds for hemp products
in an effort 1o make sure West Virginia consumers can make informed purchasing decisions.
While PCPC supports the Department’s role to provide guidanoe on the responsibilities of
manufacturers to provide hemp products in the state, the extent of the certificate of analysis
(LCOAT) requivernents go beyond what 15 peeded to facilitate compliance and product safety, and
could inadvertently hurt good actors.

{bur Position

PCPC supports the Department’s program to ensure consumer safely and inteprity of hemp
products distributed and sold o West Virgioka through proper lesting and labeling standards,
Speciiically, we support the recont Proposed Rule changes that removad the requirement for hemp
product testing to be done by a third-party leboratory. We also support the new fanguage
confirming that testing of a hemp product, even products containing the cannshinoids cannabidiol
{CRBIDY and tetrabydrocannabinol ("THC™, does not need o inchude testing for solverss,

' Based in Washington, D.C., the Council is the leading national wrade associstion representing the $250 billion
global cosmetic and personal care products indusiry. Founded in 1894, the Council s o than 500-member
compantes manufacture, distibute, and supply the vast majority of finished porsonal care products marksied in the
United Statos, As the makers of a diverse range of products that millions of consuamers rely on every day, Fom
sungereens, toothpasts, and shampoo to moisturizer, Hpstick, and fragrance, member cormpantes are global lbaders
conmitted to produst safety, quality, and innovation.

* See §61-30-1, of sy, West Virginia Departaient of Agricutlure’s Peoposed Rude on Hernp Products {Jon, 28,
20213, avaiioble af htip:fapps.soswv_govwadiaw/os/rdeview asptdoonmen=1 751 3& K ey Words=,



pesticides, heavy metals, and impurities. These revisions (o the Proposed Rule provide much
nesded Tlexibility to manufactuorers while sull ensuring the highest dandards of protection for
sonsumer’ s safety. But as discussed below, we do have some concerns on how the new language
in the Proposad Rule could affect manufacturers” ability 1o provide lop-quelity hemp products in
West Virginia.

Ag stated in the Proposcd Rule, all hemp products registered with the Department must include a
“certificate of analysis from a laboratory for the Jot of each product.”™ While we agree that COAs
pravide important disclosures to consemers for products containing THC or OB, our concern is
that the Proposed Rule makes this @ requirement for products with hemp derivatives that do not
contain such canmabinoids.

While we understand that the Proposed Rule alse takes mto consideration products specifically
containing CBD or THC by adding additional testing requirements,* our concern s that it does not
consider hemp products withow such cannabinoids. As written, “hemyp product”™ (s defined broadly
to include products devived from hemp seads’ and hemp seed o3i°. But according to the UL, Food
and Drug Administration (“FDA™), hemp seed and hemp-seed-derived ingredionts do not naturally
contain THO of TR The hemp seed-derived ingredients contain cnly irace amounts of THC
and CBD, which the seeds may pick up doring harvesting and processing when they are in contact
with cther parts of the plant. Consumption of these hemp seed-derived ingredients is not capable
of making consumers "high”. ®

Although hemp products made with hemp seeds and hemp seed oil are included in the Propused
Rule's definition of hemp products, given that these products do not naturally contain THC, they
should be exempted from the COA requirement. As such, we belisve the COA requirement should
only apply {o the raw homp matorials and not the final hemp product,

As an alfernative to a COA, the Proposed Ruls states that hemp product can include a “guaranics”
of a cannzhinoid product derived from hemp.’ Unfortmately, the Proposed Rule does not provide
sny additiona] guidance on this gusrantee, making the COA the only option certifying a product’s
canpabinoid levela, Based on the language, 2 compuny is permitted to make a declaration upon the
finished hemp produet’s COA based upon the raw material trace specification in the Proposed

3 561-30-4{4.2.1)

£ E01.30.2(6.1 )

FE6E30-2{2.14.8).

€ §81-30-2{2.14.L),

7 See FDIA, PDIA Repulation of Canmabis and Cannabis-Derived Products, Including Cannsbidiol (ORI, Questions
and Answers, Question 12 {dated Jan. 22, 2021} available of https:/forww fda povinews-avents/pubiic-heatth-
Tocus/fda-regulati on-cannabis-and-cannmabis-derived-producis-including-cannabidinl-chdfcosmetics,

S id

T E61-30-2(6.2.3,
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Ruie. We believe that the Department should provide additional clarification on what the
“euarantes” would entail, inclhuding bow soch a goarsntee woold be permitied withowl an
analytical check present in a COA.

Thank you for the opportunity to submit conunents on this important Proposed Rule, and we fook
forward (o continued engagement on this important issue.

Best regards,

Lauren Shapiro

Staft Counsel
Fersonal Care Products Council

rd



West Virginia Department of Agricuiture

Kant A. Leonhardt, Commissionsr
Jdoseph L. Hatton, Depuly Commissionss

Dear Jonathan Miller:

Thanl vou for submutting vour comments to the West Virginea Departinent of Agriculture
regarding 61CSH30. The Departinent has reviewed your comments and have considered how these
changes would impact the current regulation of hemp products,

The comuments you have submitted to the WVIIA highliglt the need to evaluaie hemp sced
products and hemp seed derivatives moving forward, We also approciste your comiments oo the
animal supplement products that contain hemp or CBD. The WYDA is ovaluating how {o further
develop our regulations to allow for safe hamp-based animal products/supplements.

The WVYDA 1s deternmed to ensure that hemap products are safe for consumers throughout
West Virginia, while also creating the testing requirements that are feasible for manufachures, We
appreciate vour concern with the contaminants, heavy metals, and water activity testing. The
WYA will take each of these ko consideration as we move [orward with reguiations.

Labeling requirements that have been established by the WV A for hemp products are
also subject to change as we move forward. The WVIXA is bappy to consider your comments
regarding packaging dates and THC-iree claimms.

We wounld ke to thank you again for vour submission, and each of these comments will be

reviewed thoroughly as we move fowards making changes.

Sincerely,

Stoney Helmick

Hemyp Produst Program Specialist
W Dept. of Agriculture

Sy
Balil L)

malting accress 1900 Kanawts Blul. tast Chareston, WY 284050170 .
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faly 28, 2001

Stoney Helmick
West Virgima Department of Agricoltare
1900 Kangwha Bovlevard

East Charieston, WV 23505

Vig Fmail shal o
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Re Proposed Amendments io West Virginia Hemp Products Rule, 61 USE 38
Dear My, Helmick:

1 zerve as General Counsel for the 1S, Heop Roundiable (the "Roundtahie™). The
Houndiable appreciates the opportundy o submit commernds {o the Department of Agricolture on
the proposed amendments to Weast Virginia’s Hemyp Producte Rule, 61 CSR 30 {¥the Rule™, The
Foundtable is the industry’s leading national businoss advocacy organization that represents over
£0 firms from across the country — at each link of the hemp supply and saley chain - and tnchides
the ex officio membership of the industry’s major grassroots arganizaticons.

The Roundtable applauds the Depariment of Agriculture (the Dopartment”) for inttiating
the proposed amendments, several of which would bolter align the Rule’s Iabeling and testing
requirements with existing federal and state requirersents applicable o bemp-derived
carmabinoid products. While some amendmenis are reasonable and would make the Rule more
warkable for the industry, we offer the following recomunendations 1o further improve upon the
language and ensure i reflects sound science, as well ac hest practicss that we believe are
working well for the vast majority of the industry,

{1} Hemsve hemp seed derivatives and hemp Bber produeis from the scope of the
rule,

First and foremost, producis that are solely composed of herop sead derivatives and hemp
itber should be removed from the scops of the rule. These products have been federally logat
{and legal in many states) even prior o the legalization of hemp under the 2018 Farm Bill' due

b Prior o the passage of the 201% Farm Bill, 21 U580, 862 {16) - the Federal Conirolled Substances Act — exchuded
the following fon the definition of “marihuana”: the manre stalks of such plang, fiber produced from such staiks,
ail or cake made from the seeds of such plawt, any other compound, manufachure, salt, derlvative, misture, ot
oreparaiion of such mature stalks {owcept the resin extracied therafrom), tiber, otf, or ¢ake, or the sterilized seed of
such plant which is incapable of gemination.

T Srveer WW, Buive T19 | Washingron, DRG, 20001 | 2022924150 | fesstbrowntodd.corn
Tedisng | Kentucky | Mickigan | Ghio | Penneybrania | Tennesses | Texas | Viginde | Washingron, VL0 | st Virginis



Stoney Hebmick
Tuly 28, 2021
Page 2

to the fact that they contain only trace amounts of THC and other cannabinoids. The 1.8, Food
and Diug Administration (“FIDA™) bas also recognized that hemp seed-derived ingredients are
Generally Recognized as Safe for use in food.? Moreover, West Virginia is the only state in the
country that regulates hemp seed and fiber products in substantially the same manner as hernp-
derived cannabineid products, when it is clear these products do not pose the same regulatory
considerations.

For these reasons, we strongly urge the Departiment o amend Section 2.14{n) and
exclude hemp seed derivatives, hemp fiber/fiber products, and hemp seed pressed or other
processed into oil from the definition of “hemp product” or “hemp commaodity,” or otherwise
exempt these products from the Rule’s registration and Certificate of Analysis, labeling, and
festing requirements.

(2) Revise Section 7.5 to allow flexibility with labeling hemp-based animal
supplements.

Currently, the proposed amendments would require henyp products meand for animal
consumption to be labeled and comply with the West Virginia Commercial Feed Law. However,
certain labeling requirements imposed on animal feed, such as g Guaraniced Analysis, are not
typically used in animal health products, also referred to as animal supplements, which are
similar to dietary suppiements for humans. For example, in recognition that animal supplements
are distinet and not intended to be marketed as animal feed, the National Animal Supplement
Council {*NASC"Y — a well-respected organization that is committed to the quality and integrity
of animnal supplements ~ has developed labeling guidelines for these produsts that recognize this
distinction, and do not require a Guaranieed Analysis. Although these guidelines are only
available to NASC members, we encourage the Department to work with NASC to align its
requirements with NASC's guidelines. In the meantime, we request the Rule specify that only
products sold as animal feed or pet food must comply with the state’s Cemmercial Feed Law,
while anumal health products/animal supplements must comply with the Rule's general labeling
requirenents, where such requirements are applicable. As with its other proposed amendments to
the Rule, the Roundtable’s proposed amendments to Section 7.5 are set forth below in red fout:

Y AARSECAARL AL LR RANINNE NCANRIRRANN AN A XT
Nk SRR

¥ Mational Animal Supplement Couneil, &

0P Steaer NW, Soive T18 | Washingron, DC 20001 | 2022024150 | fosthrewntodd.com
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Sroney Helmick
Faly 28, 2071
Prage 3

{3} Revise Section 7.12{a} to allow lahels to include the manufacturer, pucker, or
distributor contact information.

Consistent with the FDA's nquia‘ﬂmcm% for food, digtary supplement, and cosmetic
{gbels, and several state ruqmmnenw, the Rule’s labeling reguirements should be ravised o
allow either the name and contact information for the manufacturer, or the packer or distributor
of the product. In many cascs, the identity of the marsifaciurer ts considered propristy for brand
owners that use coniract manufactirers and providing the contact information of the packer or
distribustor provides sufficient means for the Depariment (o obiain any necessary information
zbout the manufacturing of the product.

7.12.a Mamufacturer's, gacker’s, or divintbeder’s name arsd contact information;

{4} Dieleie lsnguage prohibiting THC-free and non-THC claims if THC levels are
above detectable levels set by the Blepariinent.

Section 7.14 prohibits label claims that a product s THC-free o non-THC 1 1% Yeontains
fevels of THO above detectable levels as determined by the Depariment.” There is no state in the
country that imposes this type of requirement on THC-free/non- THC fiee clatms. So long as
companies are able 1o substandiate such claimas with refiable testing that dersonstrates the product
contains nor-detectable levels of THC, we see no reason why the Depariment should impose its
owi state-specific definition fir what 16 vonsidered a “detestable level” of THC, Further, the
Rule already inchudes a definition for “THC-free” or “non-THC” under Section 2.24, as meaning

a “hemp product that coniains less than a deteotable or quantifiabie amourd per serving of
tatmh.jy'dmc&m}ahiml,"’ and therefore (1 1% unnecessary for the Department t0 impose even stricter
requirements on use of these clatms,

{53} Revise the contaminant Hmits asder Sectivs 2 (o align with existing stafe
reguirements and indusiry best practices,

We appreciate the Department’s inelusion of contaminent limits that in several respects
are similar fo those imposed by other sistes, ncluding those proposed by the State of New York®
However, a8 explained below, there are a few Hmits that either appear 10 be Incorrect or are not
reflective of indusiry best practices, and where we have provided suggested revisions that we
urge the Deparment o considar,

* See, e, 902 KAR 45:1940. Hemp- aeuvt‘d "‘ﬁm‘!db‘l noif produsts; pa-.ke: zing and labeling reguiranents, Section
32U, available atr by i 3 s New York Canpabincid Hemp
Program Proposed Rcuuhtmu

> Mew York Canngbinoid Hemp Program Proposed Regulaticns, Section 1005.14, avallable at:

20 I Streat RO, Sulte 712 | Washington, Th0 20001 | 2022924150 | fvstbrowntodd, com
Indians | Klesoucky | Michigun | Ohto | Penosybvania | Tennesses | Texas | Viggoia | Washinglon, TR0 | Wesr Virginia



Sioney Helmick
July 28, 2021

Page 4
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The Pesticide Limits for Oxamyl and Paclobutrazel for “All Other Preducts” mav have
seen switched, We believe these should appear as follows, which aligns with MNew Yoik's
proposed lmits for these pesticides:

The Toxic Metal Linnts for Lead {inhalable/srnokable, and a1l other products) and
Meroury {all other products} should be revised, as compliance with the ourrendly
proposed linuts will be difficult for manuficturers o achieve. Notably, for lead mpestion
the No Significard Risk Level for Cancer under California’s rigorous Proposition 65 i 158
meg per day’ and the Arnerican Herbol Products Association’s { “&HFA”) highly
respested guidance for Heavy Metals aliows for 6 mocg per day.’ To align with New
York’s and other state requirements, the limits should be increased as follows:

Longd BVl B8 RIS
MMercury i1 41,5

Concerning the proposad Microhiclogical Limits, these limits should inchide the sample
amount, which is critical for testing accuracy and must also be balanced with cost Tactors,
For example, & 1-gram sample s sufficient for Shiga toxin-producing Escherichio coli
{STEC E. coli) and other pathogenic £ cofi, ar well ag Sefmonsfle. Whils soms
manufacturers use 4 | J-gram sample, this larger sample size can have a significant
geonoraic impact on small businesses that produce dictary sepploments,

Wi also request the Departiment elimdnate the requirersents for lsteria testing, as well
as Shigella, Clostridinm botmfingm aod relaind peorotoxins, Staphylococous gureuy
and related toxins, sl Coliforms. A number of states, including Californis, Florida,
anud New York, do not rapose these Bmits on hemp products.

Further, this type of tosting dogs not refloct industry best practices. For example,
according to FDA reports, Hsteria outbreaks inthe U8, have been link 10 raw,
unpasteurized niilks and cheeses, ice cream, raw or processsd vegetables, raw or
processed frults, raw or undercocked poultry, sausages, hot doge, deli meate, and raw

i California Office of Bnvironments) Health Fazard Asscssmient, Lead and Lead Compounds,

pregnant and mﬂ,mg WO,

Although the Maximum Alowable Dosa
the Proposcd Regulations already provide for label warnings for

13 L5 mog/day,

TAmerican EIeA bal Producxs Ai:somat ion Gutdance P@imy Hc'wy Mer,ah {Fab, 24127 j,

AT Swroet NW, Swite 71§ | Washingron, DNC, 20001 | 202202415 | fostbrowntodd.com

Tndissia | Kentucky | Michigan | Obdc | Peansylvania | Tennessea | Texas | Vieginds | Washmgron, TV | West Vinplals



Stoney Hebmick
July 28, 2021
Tage 5

or smoked fish and other seafood.? In addition, listeria cannot survive heating and
reguires high water activity to replicate. The FDA’s Guidance for Industry concerning
Hazard Analysis and Risk-Based Preventive Controls for Humar Food and multiple
other sources state the kill step temperature for Listeria is above 36° F following one
{1} howr of heal time.® The common hemp decarboxylation heating temperature is
270° F and is generally performed for three {3) hours based on commercial quantity
average. Therelore, those using decarboxyiation in their processes are appropriately
managing the risk of nuicrobiclogical contaminants such as listeria,

Compliance with 21 CFR 117 (current Good Manufacturing Practices for dictary
supplement ingredients and food} requires manufacturers to complete a Hazard
Analysis and Risk-Based Preventative Control Plan, This analysis reveals to the
manafacturer whether tfests, such as listeria, must be inchuded within the Preventative
Control Plan for the type of process and product being manufactured. For example,
listeria tosting is unusual for hemp extract food products and dictary supplements and
1s ot typically recommended for dietary supplements. Further, neither USP nor
AHPA require or recommend listeria testing for these types of products. Additionally,
listeria testing in particular requires the method dictated in the FDIA™s Bacteriological
Analytical Manual,'® which requires a 25-gram sample and is cost prohibitive for
roost herop extract product manufactorers.

Finally, we recommend that limits for aerobie bacteria and total veast and mold be
inchuded in this list.

9.5.d.1 Shiga toxin-producing Fecherichia colf (STEC E. colit and other pathogenic

F, cofi, none \\}&\%\\% Setedisg
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= For Mycotoxin Limits, “A” should be added w “Ochratoxin™ as follows:

E ¥DxA, Listeria (Listeriosis),

TEDA, Dra“‘? Gmd'nm, for lndum; Hd,&dﬂi Analys}& and Rigk-Based Proventive Controls for Human Food (Jan.
2018, 0 i at Appendix 3, Page 5, Table 3-B “Time and Temperature
Guidance for Conro mﬂ Idﬂlbgﬁ-ﬂ Growih and Toxin Fommation in Feod Products.”

YDA, Bacterinlogical Analviioal Magual {BAM) (ourrent as of Dec. 4, 2020),

20 F Sweet NV, Sudve T19 | Washington, D00 20001 | 2022024150 | feosthrowntndd.com
Indiara | Kenturcky | Michigan | Ohan | Peansylvania | Teaaesssy | Tevas | Viegiok | Washingron, DO | West Vieguow
v 5 Y H i & H



Swney Helmuck
July 28, 202]
Page 0

(chratoxin & ~ 20 meg's.

+  The Water Activity Limit for Edible Products and Foreign Material Lirails should be
deleted. We are not aware of any other state that currently imposes such Hmits on hemp
products. In addition, the Hmits do not align with industry best practices, including
AMPA’s Limits of Forelgn Matter in Herbal Ingredients,'! an indusiry ponidance that
outlines maxinnun quantitative himits on foreign matter in various herbal raw materials,
For example, the guidance recommends plant parts of the same harbal raw malerial
species, other than those pamed 1n specifications, should ool excend 5% (by weight), and
all other foreign matter should not excead 2% {by weight}.

Thank you for your considerasion of our comunonts, We would be happy to meet with the
Department to further disouss the proposed amendiments 1o the Rule prior 1o adoprion or answer
any questions about ooy comments. You may contact me or my collcague in our Charleston
oifice, foe Ward,

sioceraly,
Jormatfoan $itter

CGeneral Counsel
U5, Hemp Roundiable

Maiter in Herbal Ingredionts (ot 2017), available at;
; - .

¥ 5
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West Virginia Department of Agriculture

Kent A, Laonhardt, Commissionsr
Jogeph L. Hatton, Deputy Commissionar

Drear Jennifer Mason:

Thank you Tor sebmitting your cornments to the West Virginia Depariment of Agnicubure
regarding 61USR30. The Bepartment has reviewsd your comments and have considered how these
changes would iropact the current regulations,

You have reguested that the WYDA add an exsoption o section 6.4 of the rule for
products with “non-duteciable” amounts of THC or CBD. The hemp products you wish to mchads
in this exemnption wonld no longer require a certificate of analysis {COA) for cach fnsl product if
the only hemp ingrediers contained 2l under the 6.4 examption you have offered. We at the
WYIiA have discussed the positive impacts this could have on current produet registration, The
WAYDA wishes to ensure that sl products are safe for consumers and make the registration process
reasonably efficient for roarmfacinres.

Yom have alse offered vouwr opintons on how the labeling reguirements for the hist of g}
mgredients should be updated for cosmetic products, The WVDA will take this conpment into
consideration, as we wish for our hemp product lsheling reguirements {o be uniform with current
mamrfacturing guidelines,

We would like fo thank vou for submitting these comments, snd they will be considered
when moving fyrward with the hemp product regulations.

Bineerely,

Stoney Helmck

Hemmp Product Program Specialist
WY Dept. of Agrioubture

1960 Kanawha Blvd, E,
Charleston, WY 25305

iading acidress: 1300 Kanawhs Blud. East, Charlaston, WY 283080470 ’
phwsical address: 217 Sus B. Douglass Lane, Charieston, WY 25312} EEA TN S EEOE TR A I

telephone: 2045BR3850 « Tax 2045582203
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Martin, Jodee

From: Helmick, Stoney

Sent: Wednesday, July 28, 2021 12:04 PM

To Greaniief, lennifer; Martin, lodee

Subjest: P Comment on WVDA Emergency Rule Related to Hemp

Jennifer Mason's comments.,

From: Mason, lennifer <lennifer. Mason@DINSMORE.COM>
Sent: Tuasday, July 27, 2021 10:16 &M

To: Helmick, Stoney sheimick@wyda, us>
Subject: RE: Comment on WVDA Emergency Rule Related to Hemp

[NOTICE: This email came from a sender outside of the WVDA organization. Please be
careful when opening attachments andfor elicking links in this email.]

MAv aaciegy el el hoeleiae o fe eemmie
Ay A oy sl ehaness halow ¥ e ecommimen
Y BENHAEY LTSN (DAnFERY DORAW T N camiment,

Stoney,

Per your instruction, folfowing is the comment that my client has with respect to the new
emergency rules. If you have any questions, we are happy to discuss the same.

COMMENTS:



%
RS

Section 8.4 of the regulations appears 1o include products derived from Hemp
Seed. These products have such a low THC/CRE content that D4 has given GRAS
{Generally Recognized as Safe) status to Hemp Seed and products derived
therefrom. Therefore, in order to be consistant with FDUA regulations, 85 much as
passible, WVDA could add an exception to £.4 of the new regulations that would
gxclude products with non-detectable {ses number 4 below as to a definition of the
same] THC and/or CBD. A point of clarity related to use of the language “non-
detectable” — this would imply an extremely low level given madarn analytical
technigues. i would be preferable that clear language establishas 3 stated
threshold baiow which the COA would not be required on tha finished products on s
per batch basis — the reguested guantity being 10 ppm THE and/or CBD.

Definition —a definition of “non-detectable” should be added. We would suggest
that “non-detectable be defined as an amourt of THC/CBD that is tess than 10 ppm
in the raw axtract,

Finally, for products that fafl under the revised 6 4, that is those with “non-
detectable” THT and/or CBD, the reason for testing at the final product for high THC
and/or CBD stage is eliminated. The products will contain far less than 10 ppm
because the original product testing at the raw materizl stage will evidence that the
axtract, for example, contains less than 10 ppm. Therefore, it is suggesied that

WYV DA add a section wherein, for products that contain a raw product extract with
no more than 10 ppm on product intake, WVDA would only require a COA at the
stage of product material intake (that is the COA for the extract), when it arrives and
before it is combined with othar ingredients. This would remove the requirement

4



for a COA of each final product which for manufacturing companies could result In
thousands of COAs that are not normaily part of a GMP {Good Manufaciuring
Practicel.

4. Section 7.12.d requires a “list of all ingredients In descending order by weight
or volume”. This is inconsistent with cosmetic iabeliing requirements of the
FDA. WVDA should add “if applicable” at end of Section 7.12.4.

o
PN

Pinsmore & Shohi LLP ~ Legal Counsel
1033 Court Strest N

Lewishurg, WYV 24801

Y (412) 2306087

WY

R -
W 20
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NOTICE: This electronic mail transmission from the law firm of Dinsmore &
Shohi may constifute an altormey-client communication that is privileged at
aw, [t is not intended for transmission to, or receipt by, any unauthorized
persons. If you have received this electronic mail transmission in eror, please
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delete it from your systern without copying i, and notify the sender by reply e-
mail, so that our address record can be correctad.



West Virginia Department of Agriculture

Rent A, Leonhardt, Commissioner
Joseph L. Hatton, Deputy Commissioner

Dear Asa Waldsteiry

Thank you for submitting your comuments to the West Virginia Departiment of Agriculture
regarding 61C5R30, The Department has reviewed your comments and have considered how these
changes would mmpact the current regulations of hemp products.

You have requested that the WVDA reconsider current label requirements for allowing the
word “organic” in the supplement fact panel of hemp products, and the requirement for alergens to
be applied to ingestible products. The WVDA would like o create labeling requirements that are in
line with federal guidelines, and that create safe products for the consumer{s). These conunents are
appreciated and will be considered moving forward.

You have also made comments regarding how our residual solvent limnils compare to a
standard residual selvent test. The WVDA has reviewed residual solvent imits from other states
curreritly testing cannabis/hemp products and has decided that these thresholds sre uniform with
corrent regolations arowund the combry,

You have expressed concemns with the WYDA’'s microbiclogical contaminant Hmils, We
would like to thank you for sharing your thoughts on how we can create a more efficient standard
for these contmninans in the products we are registering,

Finally, you have requested information reparding a class U1 violation with misbranding
and/or improper labeling of prodoct. The WVDA does routine rundom inspections of produsts that

sre currenitly in civoulation. These viclations are nepligent violations that apply 1o products we have

miing aukdress: 1900 Kanawna Blvd. East, Charieston, WY 283050170
physical address: 257 Gue R, Douglacs Lane, Chartesion, Wy 253142
telenhane: 304558 3850 » fax 3045582208

i
et
il



found during inspection(s), and we are happy to work with everyone in order (o ensure these
products do not 2l under thiz category during registration,

The WVDA appreciates that vou have taken the time to highlight vowr concerns, We would
fike fo thank vou for vour comments, and each will be faken inlo consideration as we move

forward in updating hemp product remitations.

Sincerely,

Stonev Helmick

Hemp Product Program Specialist
WY Dept. of Agriculture

1900 Kanawha Blvd. E.
Charleston, WY 25308
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PROVIDE A BRIEF SUMMARY OF THE CONTENT OF THE RULE:

Sats registration and regulstion of hemp products in West Vinginia

SUMMARIZE IN A CLEAR AND CONCISE MANNER CONTENTS OF CHANGES IN THE RULE AND A STATEMENT OF
CIRCUMSTANCES RECHHRING THE RULE:

dafinitions and changes 1o regisiration

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECONOMIC IMPACT OF THE PROPOSED
RULE:

A, ECONOMIC IMPACT ON REVENUES OF STATE GOVERNMENT:

s

B. ECONOMIC IMPALT ON SPECIAL REVERNUE ACCCUNTS:

{1z

C,  ECONOMIC IMPACT OF THE RULE OM THE STATE OR ITS RESIDENTS

néa



D, HSCAL NOTE DETAIL

Effect of Proposal Fiscal Year
2023 {2023 Fiscal Year {Upon
increase/Decrease ncreasefDecrease | Full
fuse "-"} {use "-"} implementation)
1. Estimated Total Cost o o g
Personal Services 0 | gﬂ o
Carrent Expenses o 0 0
Repairs and Alterations 0 o 8
 Assets O & o
{Other al o 0
{2, Estimated Total 0 0 0
Revenues

E. EXPLANATION OF ABOVE ESTIMATES (INCLUDING LONG-RANGE EFFECT)

Al fhis time wea do ot have an acourste sstimais

BY CHOOSING "YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE ARD CORRECT.

ey

Norman Balley — By my signature, | certify that | am the person authorized to fils legislative
rules, In accordance with West Virginia Code $294-3-11 and §394-3.-2,




BLOSRAG
TITLE 6L
LEGIRLATIVE RULE
WEST VIRGINIA DEPARTMENT OF AGRICULTURE

SERELS 20
HEMP PRODUCTS

§51-30-1, Genersl

1.1, Scope. - Tiis legislative rule provides for the registration and regulation of hamp products sold
withirs the State of West Virginia.

1.2, Authority. -~ W. Va. Code §19-138-7
1.3 Filing Date. - ApSER.-HE
1.4. Effective Date, - Judy 32020

1L.h Sunset Date. - This rule shal terminste and have no further force or affect Subede-2325 ten
vears from its effective date.

§61-30-2. Deofinitions.

2.1 "Cannabigiol” of “CBDT means the compound by the same name derived from the hemp variaty
of tha Cannahis sativa L. plant.

3.2, Certificate of analysis” or "COA” means 2 certificate issued by o third-pariy laboratory that
operates undear B0 1703520062117 management snd laboratory practices, describing the results of tha

laboratory testing of sample.

2.3, "Commerdial sales” means the sale of products in the stream of commerse retnilwdslassieand
entire-direct 1o the endooint consumer,

24, "Commissioner” means the Commissioner of Agriculture or his o her designes.

2.5 "Consumable” meszns & hemp product intended faor human and/or anfma! consumption.
2.8, "Crop” means hemp grown under a single registration.

2.7, “Depariment” maans the West Virginia Department of Agriculture and its emplovses.

2.8, “Distribubar” ar “Sellor” means amy garsan whg splls awsoses for sale. offers for sale. exchanges,
barters, gives parceds oot aliobs shares, o dispenses 3 hemp product,

8 2.8, "Grower” mpans & person, joint venture, ercooperative, of 8oy entity that produces hemp.

8 2.0, “Fiber product” or “hemp fiber praduct” mesns 2 hemp produet that is manufactured with
sultable fiher for textiles, rope, paper, hemporee, sebuilding, or fibey materials,

Erns gt




GICER20
2,13, "Handling” means processing or storing hemp plants for any period of time on premises pwned,
operated, o controfled by a person licensed o cultivate or process bemp. "Handling” abbo includes
processing or storing hemp plants in a vebicle for any period of time other than during its actusl transparnt
from the premises of one ficensed peron to cultivate or process hemp ta the premises of another cersed
parson. “Handling” does not mean possessing or stering finished hemp products.
2.12. "Harvest Int” means a guantity of hemp harvested in a distinet timeframe that is:
2.1%s. Grown in one contigoous fledd or growing area; or
2.13b. Grown in a partion or portons of ane contiguous field, or ore growing area,

2.13. "Hemp” mesans all parts and varieties of the plant Cannabis sativa L and any part of the plant,
incleding the seads of the plant and all desivatives, extrasts, cannabinolds, isomers, acids, salts, and sabis
of isomears, whether growing or not with no greater than §.3% tetrahydrocannshingd, or the THOC
concentration for hemp defined in 7 (L.8.C. § 5340, whichever is graater.

214, “Hemp product” or "Hemg commodity” means any product derived from, or made by,
procassing hamp plants or plant parts, that are prepared in 8 form available for cornmercial sale. Thig
inchades, but is not Hmited to:

2.14.a. Hemp seed derivatives;

2.14.h. Hamp concentrales or extrants;
2,340, flemp edibles and drinks;
2.14.d, Herap dnoture;

2.34.e. Hemp topicals and lotions;
2341 Hemp transdermal patches:

2342, Hemp fiber/fiber products;

2340, Hamp seed processad such that it s incapable of germination and processed such that i
suitable for human consumption;

£.148.1 Hernp ssed prassed or otharedise processad into oil;
2385 Hemp serasoly;
34k Hemp vaping products;

2144 Smokabie hemp products that are properly packaged, labeled, and sealed in 3 manner
approved by the Coramissioner; and

2.4, Pet traats or by-products used in animal fred-ifappicable-bypdoderaldaw.
f‘"

2.14.n. The term “hemp product” or “hemp cormmodity” does not include:

2



LRI
23501 Hermp that has not been processed I any form;

21803, Homp that has been minimally processed, for purposes of transfer or storage,
including chopping, separating, or drying and

23403, Agriculiuesl hemp seed.
2,15, “Informational panel” mears any part of the label that ks not the primary fabel,

2.186. "Intended for human consumption” means to ingest, inhale, or topically apply to the skin or
hair.

didy 217 “Licensee” means an indisidesd person oy business entity possessing a Hoense issuad by
the Department 1o grow, handle, cultivate, of process hemp.

8- 2 1R “Lot” means any amount of hemp product of the same type and processed 31 the same
timne using the same ingredients, standard operating procedures, and batches.

Ft 248 "Manufacturer” oF "procescor” means a persen or entity segisbrant who is processing,

SR R

compounding, or converting raw hemp irto a hamp commaedity of pmﬂuct.

Sl 2,20, Prsmary Eabeﬁ NERNS rhe part of the iabei %&%Mﬂu ke prominerntly displayed to the
consumar &t retal andd ittt » AR e

"Tcstai THC" means the quant;f"abie amount of de!ta—mne THE pius the amount of netrahy{imhannabmuim
acid in a product,

234, CTHE-free” or “Non-THE means 8 herop produst that contains dess than a detectable or
suantifizble smount per serving of tewahydrocannabing,

2.25. "White Iabel” msans a manufactured hemp produst that s manufactured or produced by ong
person or entity but sold by another serson or entiby under their own label

§81-30-3. Regulatory authority.

3.1 The Deparbment shall have the autharity to regolate sl hemp products and-edrasts for the
purpose of consumer protection and public safery.

3.2, Rudes govaerning the reguiraments for ficensing, colthenting, testing, processing, supervision,
production, and sale of raw hemp in West Virginia sre found In 81 C5.R8. 23,



HILARRE
3.2, The rules provided in ihis rule are in addition 1o any reguirements imposed by the United States
Cepartment of Agriculture, the federsl Food and Drug Administration, or ary other federa! agenoy with
reguiatory authority over hemp products.

§51-30-4, 5 Repisration of hamp products o extrasts,
4.3, Hhe-wemdashrreroi-al-Rerr 88 hermg prodocts 4 available for

distribution in Wast Virginia sha#l register annuaily with the [}eg‘,}artment. This Includes products
manufacturad in West Virginia, ancther state, or another cogntry.

4.2, Application for hemy sroguct resisirations au i B-shall be made to the
Depariment on a form provided hv the Departmem and si’*aiﬂ snciuzﬁe tha following information:

2.z, The name and address of the regisirant «pplicant;

s

b, The name and address of the person whose name shall appear on the label, if other than

the mwﬁa«@ raglstrant’s
4.2.c. The name of the product;

&34, » The origin of the raw hemp praduat with which the final

product was manufactured

4.7 ¢ A complete copy of the iabel that will appear on the product;
4.2.5. Acertificate of analysis from a third-party laboratory for the ot for sach product; and
4.2 g. The associated registration fes,

4.3, Regicirations shall expire on December 31 of the yvear for which the registration was issued,
rogardless of the date the registration iz received,

4.4 Beeinning January 1 2022 resistration shall be due by lanuary 1 of eachk vear,

4l 5. A registration fae of $2€}ﬂ o0 per hemp pmduc; shall be paid to the Department with the
subimission of the application for-then ; Mo R

West Virsinia and the zzmducts are reaistered with the Weat Virsinia Gmwn

Lt adah e

4.5 b, Hems producis that are resistered under subdivision 4.5.8 of this rule must include s cooy
of the registrant’s West Virsinia processingfrultivation license,

4.5.c. Hemp ssoducts that are registered under subdivision 4.5.a of this rule must alse include 3
certificate of analysis that validates the batchdot number of the final preduct is that of which was
reanufactured from hemp srown, harvested. and manufacivred by a licensed West Virginia hemp
STOWE 07 (T0Ces301.
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dedbed. 5.4, A renewal fee of S200.00 per hemp product shail be submitted to renew a product’s
registration. Renewal fees shall be accompanied by a forma provided by the Department identifiing
the product to which the fee corresponds.

4,5 g, The annual fae for bemp product registrations shall be capped at $1,000 per registrant
aanafasturar for producis that are manufactured and sold in Wast Virginia.

4.5.¢ of this nule, a registration cap fee of $500.00 per registrant shall be paid for hermp products that
are_grown, harvested and manufactured in West Virzinla, and registered with the WY Grown
Prosram,

oy of the resistrant’s West Virsinia srocessine/cultivation licenss,

4.5.1.1, Heme products that are registered under subdivislon 4.5.1 of this rule must inglude a

4552 Hemp groducts thet ave registered under subdivision 4.5.5 of this rule must alse

ingiude a certificate of analysis that validates the barchior nunber of the final product is that of

Sl

Virginia hemo processordcultivator,

4513 Hema products that are resistered under subdivision £.5.7 of this rule must slse
includs a cooy of thelr certificate for resisiration in the WY Grown Prosrang.

444 5 g The annual fee for hemp product reglstrations that are white labeled by 3 Wast
Virginia vendor for sale in Waest Virginia shall be capped at $1,000 por registsant vender.

4:Fo4. 5 0, Hemp products that are not consumed, inhaled, ingested, absorbed, come in contact
with the skin, or otherwise have an effect an the health of humans or animals are exempt from the
5200.00 annual fee and certificate of analysis but are subject to all other registration requirements,

A, 5.0, Hemp products that are of the same chemical composition but of different nat
quantities gualify as one product,

4.5 Hermp sroduct resistrations that come from a foreisn entity shali be required to pay a foreien

check fee of S35.00.

4546, The Departmant may deny or dalay registrations and renewals that are incamgplete or

SUQREOUS.

4k 7. & new registration is required for any of the following:

4ot 7.3, Changes in the chemicel composition or formula of the hemp product; or

& 7 b Changes to health-related label claims For active ingredients.

5
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4ot B, The person gr eniity registering the productis responsible for the completensss and accursgy
of sl information subrmitied.

I B

Famiskirad

£.5, As o condition of registration, sl registrants masudssturers are requirad to retain documeniation
for math product jo demonstrating the source of the hemp that was utilized to manufacture the hemp
product, including documentation that the product was grown by & ficensed hemg growsr. Such

documentation shall be made available to the Department upon reguest.

£581-30-5. Registrotion to distribute and seil hamp products ssemntrasss,

5.3, All retal] faciliies are required Lo register with the Department 1o sell hemp products seowtrasts
in West Virginia.

5.2. Application to sell and distribute hemp products shall he made to the Depariment on a form
provided by the Department and shall include the following infarmation:

5.2.a. Name and address of the appiicant’s retall store; o, i the applicant s selling at an or-ding
store, this must be indicated on the form;

E.2.b. Mame and home addrass of the responsible party;
5.2.c. & dist of tems intended for sale, incinding the product name and brand; snd
5.2.4. The associated registration fee.

5.3, Aregistration fes of $100.00 shall be paid to the Department with the submission for application
1o sell and distribute hemp products in West Virginis.

5.4, A registration fee shall be paid annually. Registrations shall expire on December 31 of the vear
for which the registration was issued, regardiess of the date the reglstration s received.

5.5. Resdistrations shall be due ondanusry 1 annualiy,

Si:5 6. Retall sctablishments that sell only products that they manufactiure themsehes are sxempt
from the requirement to pay the fee to distribute, but are not exempt from the raguirement to register
annually,

5.8.2. Retail establishments that selelv sefl praducis tha are defined under subsection 2.9 of this

&:.6.5. Hemp retal resistrations that come fram a forelsn entity shall be required to way a foreisn
check fee.of $35.00.

containing hemg or hemy derived products. Bastaurants salling fake-home products are not exenpt
from registering as a hemb sellor,

56 d The Commissionar has the ability to wave ragisration faes,
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Edib. 7. The Department may deny or delay registrations for incomplete applications.

£-2:5.8, Retail facilities that register with the Department will be providad a verification document,
i the form of a certificate or atherwise, for display st the retail location, which will indicate that the retall
facility is an authorized location for the sale and/or distribution of hemp products.

8:8:3.9. A distributor of hemnp products that does not itself engage in retall sales is not reguired to
register under this section.

&61-3-8. Certificnte of analysis,

£.1. The cartificate of analysis For all products, exsludinghempfiberprodusts, shall minimally include

the following information:
£.1.a. A batch or lot number identification;
&.1.0. The date the certificete of analysis was recaived;
6.1.c. The method of analysis for sach test conducted; and

6.1.d. The product name.

8.2. The ceriificare of analysis Tor alf hemp products eenbadind beren shall additionatly
minimally include the fallswing-test-rastlisetodngihe cannabmmd pmme by the percentage of dry

weight which must include THC and CBD content or suarantee of 2 cannabinoid nroduct derived from
hemp.s

6 A Microbial . . and

5.3. The Department, ¢r its dasignee, may conduct audits of third-party laboratories providing
certificates of analysis, without notice, at the Department’s discretion.

5.4 & rertificate of anakasis shall be srovided for sach finished hemo product that is registerad.

§61-30-7. Labuling.

7.4, Hemp products theteontain-cBb-for human consuemption as a food or distary supplement shall
be labeled i accordance with FDA guldelines for food or diztary supplemaent labaling,

7.2 Hemp products produced for topical absonption oy humans shall be labelad in arcordance with
FOA puidalines for Cosmatic Praducts Warning Statements.

7.3, Hemp products shall not contain disease or drug clairms on the label that s not approved by the
P4,

7.4, The product lot on the label must be traceable to the plant arigin,

EH
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? 5. Hem;) pmdu::ts meant for animal consumption shall be labeled and comply with all-aihes
shicahis ors. the West Wireinia Commercial Feed Law, Wast Virsinia Code §18-

14~1 el sag,

7.6, Hemp sesd products Intended for cultivation shall be labeled in accordance with the Wast
Virginia Seed Law, West Virginla Code §19-16-1 2t 524

7.7. Product labels must be clear and legible.
7.8, Labels must be printed in English.
7.9. The following labeling is forbidden:

7.9.3. Unless st least 51% of the hemp in the product & grown in the state of West Virginia, the
hamp product cannot be labeled as 3 West Virginla hemp product.

7.8.b. The product cannot be attractive to children. This Includes, but is not Hmited to:
7.9.b6.1. The use of cartoons;
7.8.b.2. The use of images popularly used to advertise to children; or
7962, Tha imitation of a candy lakel.

7.8.c. The lahal cannot include false or misleading information. This indudesuntrue or unproven
information that leads consumers to have an Inaccurate impression.
' 7.8.4. The label cannot include the use of the word “organic” unless £ seferending certified organk
;}mducts that have she-ssedust-has been certified as organic in accordance with the National Organic

AR TR R A R L T ST

Prcsgram as provided for bv the USDA.

7.10. Labefs wiil be considered misbranded when 2 WYDA analysis finds the claim is above or below
20% of the cannabinoid amount declared on the label, exduding any tetrahydrocannabingls.

e

7.11. The foliowing reguirements must be met for the primary label:

7.11.a. The product must be identifled with the ganeric or commaon name; and

7.33.b. i the product label dlalm contains any amount of cannabingidis] 68D-erTHE, the label
must properly identify themg-and

7.12. The follawing requirements muist be met for the information panel:

7.12.5. Manufacturer's name and contact information;

Al ¥ 12,0, Batch or lot number;

A 10 e, Instructions for use and any preparation needed, if applicalle:
g
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Fobibd 12 d  Uist of all ingredients in descanding order by weight or volume;

Fr257.12.2. Allcrgens if applicable;

A 2.0 Artificiaf food coloring, if spplicable;

Fedabdel 12 0 Explration or use by date, If applicable;
Febadebe? 12 b Relfrigeration or refrigerate after opening warnings, if perishable after opening; and

Fedidele? 120 For adible produsts, sodium, sugar, carbohydrates, and total fat per serving,

Qg‘gg;ghghvaiume, numericai ccaunt of 3 combination of numencai munt and wm‘gm‘g;{‘mmm

7.13. The cannabincid content, in milligrams, may be posted on either the primary or informational
panel, and must nclude:

7.13.a. Ay groduct lsbel olaiming a suarantzed cannabingld FHG-e-G8E {(If applicable) shall

provide the total amount of the cdaimed cannabinoid content per package for all manufactured
products; and

7.13, b THc-orc85 Cannabineid {if applicable) content per serving for g hemp products edibles
: sendrades; with designated serving sizes.

714, Any nroduc | Ening “THC-free” or “nonTHE shall not contain levels of THC above

detectabie levels as determinad by the Desartmant,

#4344 7.15. A OR code, or sirnHar tool, may be used in fizu of labeling requirements on the physical
label’s informational pane! for all required infoemation axcept that required by sections Fi3a-and
~Hdsubsection 7.13 and subdivision 7.12.1 of this rule.

§81-30-8. Handling and transport.

B.1 It is lawful in West Virginia to transport and possass CBD and THE products, 50 long as the THC
content does not axceed that parmittad by law.

B.2. Hemp products may be lepailly transported acrose state lines and exported to foreign countries
i a manner that is consistent with federsl law and laws of respective forelgn countries,

8.3, For time- and femperature-controlied products for human consumption, sellers must meet FDA
guidance for maintaining safe handling, storage, and preservation of the product.

§81-30-8. Inspection and testing.

9.1. The Depsriment shall conduct random inspections of hemp products distributed or made
available for distribution in the state.



analysis, if applicable,

HICSRIG
9.2, The Department shall periodically sample, snalyze, and test hemp products distributad within
ihe siate for compliance with registration, labeling requirements, product safety, and the certificate of

8.3, The Department may conduct inspection of hemp products distributed or available for
distribution for any reason that the Department deermns neceszary.

9.4, Samples taken by the Department shall be the official samplas.

9.3 Samdes that ars found 1o contaln contaminanis In excess of the following levels shall be

considered adulierated,

o avety anv.of the following during Hernp cultivation or srocessiog,

Action Lavel for

" Agtionlevelforall |
Pasticide LAS Mo, inhalable/Smokalle | o Products (na/kel |
Productslyglg) | ]
Abamectin 71751412 10 300
S . 30560831 100 3,000
i Ace quinacy B7950-15-7 300 2000
Acetamivrid 135410-20-7 100 3000
Aldficarh 116:08-3 100 100
Azoxystiobin 131860338 | 100 3,000
Bifenazate 149877-418 oo 2,000
Sifenthdn BI657.04-3 508 200
""""""""" Boscalid 188425856 | 100 2,000
Captan ' 700 3000
Garbanyl 63.25:2 X .aoe
Carbofuran 15e3-68-2 ey 100
7777777777 Chisrantraniliorole S0000B-45-7 1 300 2,000
N Chlordans 27-74-4 150 100
Chiprmeguat Chioride S00-81-5 300 3oog
Chiorpyrifos L 100
Clofentezing 500
Coumnashos “ e o
Cyfluthrin 58359-37.5 1000 1900
Cypermeathrin 52315.07-8 ;ﬁ(‘-ﬁ 1.000
Daminozide 1596-84-5 me 4 300
BDCP {Dichlorvos) 1396-84-5 100 10
Diazinon L A38LE 100 200
Dimethoate 60515 100 300
Dimethomarph JI0488-70-5 1.000 3000
tthogropihos) 13194-48-4 109 100
_Elofenurox A0844-07-1 100 100
Ty T o
. Ferhevamid | 100 3,000
 Fenpwyemb | 100 ipg
Fenpyroximate 111812-588 109 2,000

10
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Fipronil T 120068-37-3 100 w0
Homcamid Assospere e 2000
Fludioxonil 434343-86-1 100 3,000
Hexythiazex 78587050 L 100 2000 i

Imazalil 39504-44-0 300 80

_ Midaclogrid 433264-41-3 200 3.500
L esodmemethl D 143390890 (- w0 4000
Malathion 121.-75.5 200 2,000
Metalaxgd _B/B37A31 300 3000
Methiocarh 2032-55-7 106 e
,,,,,,,,,,, Methomyl 16752.77-5 100 100
Methel Parathion | 298000 | 100 1090 _
Mevinghes J786-34-7 ey g
Miciobutanil 88671-89-0 dog b 3000
Naled 200-76-5 100 500
e 231353340 200 0
Paclobulrazol FETIB-B2-0 00 180
Pentachioronitrabenzens | 82-68-8 00 200
Sermethdn 52645531 500 000
Phesmat 00 200
Pigeranyibutoxide 300 3,000
 Prallethrin 23 369 i oo 406
Propiconazale G20 7-90-1 100 1,000
Provowur 138954 100 we
Pyrethrins B3003-34-7 S00 1,000
____________________ Pyridaben $6489-71-3 100 30060

. TR RN .

L msenm 187186401 et —

Suinosad m* g 3,000

Suiremesifen 283534.90-1 100 3000

............... Stiglalramat. 1 SBESA 100 3000
Spirgyaming 1183134308 o o
107534-95-3 100 1000

111988-49.9 100 100

153719-23-4 100 1,000

141517317 188 3,600

9.5 b, Residuad Solvent and Processing Chemical Limits

£a3 No Action level fpg/e) !
e 1878
Agetone £7.64.1 5,000
Acetoniiriie 75-05-8 410
.......................... Butane ossry 2000 L
Chioroform £7-06-3 &0
“““““““““““““““ LEthangd 64175 508
Bl Acetate 14i-78-6 5 a0n
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£l Fther &0~ 297 5,000

Heptane L 142-82-5 ) A8

Hexane 110-34-3 290

; §7-63-0 5000

B7-56-1 2000

Mathylane Chioride Ja-0a-2 _ §00
Pentane : 109-65-0 5000

Propane 74985 : 2000

S £ 1114 S08-88-3 ' 830

richinrosthyiene B 29-01-86 i 80

Total Xelenas ;-nr::ha-, mata-. 1330-20.7 2170

S.a:b.4. The it for ethangl does not abody to preducts that are intended to be orally
consumed products containing alcchel

8502 The Hmit for ethanol or isooropy slcohol does not auply to products that are
intended 1o be topical products,

2.5.¢. Toxie Metals Limits

Action Leve! for . _
Mets! Inhaialle/Smokable Produgs | Souonlevelior All Onher
PR Broducts fupfs)
____________________________ s

Cadmivm 0.2 0.5

lgad 8.2 0.5

émrsamwrﬁ.ﬂl %‘ e .@

Me;cuai. Q';l - ikt :g

8.5.4. Micrebiological Limits for ing

e

estibie and inhalable sroducts

&.5.4d.1. Shiga torin-sroducing Escherfchin cofi (STEC E. colll and other gathogenic £ coli, nong
present,

8.5 4.3 Usterin monncylogenes, none present,

8.5.4.3 Seimonefis and Shivella nona nrssent,

8544, Cestrigium dotudinum and related neurotoxing, none wesent,

9.5 d.5 Stoohlococous aurevs and related toxing, nong sresant.

49 5.4d.8. Coliforms grester than 10 colony forming units per gram.

8.5.¢ Mycotoxln Limits,
851 Total Aflatoxin {81 B2 G1. 621 20 ueike

8.5.2.2. RBehratoxin - 20,088k

9.5.1. Water Activity Limifs

85§ 1 Driad flower products — The water activity shall not exgeed 0.65 Aw,
i3
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8.5 12 Edible products — The water activity shall not exceed 085 Aw,

9.5 Foreizn Material Limits for ingestible and inhalable vroducts

Foreken Matetial ' Action Lovel
_ Mald { % of the total ’samaﬂg_ area .wvered
Insect FragmentsiEags, Hair, Marmmalian
_ - Lcountper 3.0 srams i
Lxtreta
P sand Smr Rirt, & Qther Exraneous Marerial 203 5% by welsht

.50, The Dewartment shall have the sbility 1o set scceptable maximusm limits Tor products derived
From bhemy and hemp seed derivatlves, gxdracts, cennabincids jsomers, acids. salis and salts of somers

$61-30-10. Eaforcoment actions on snregitered sellers and pradust-rmansios)

18.1. i the seller or @ manufacturer does not renew it registration annually, the Commissionsr i
avthorized 10 ke enforcement actions against the seller or manufacturer as set forth in this section.

1432, Upon the first offense:

1G.2.5. The selier or product manufacturar will be netified in writing that they must register with
the Department; angd

10.2.b, The selier or product manufacturer will be given 14 days to register with the Departmant;

10.3. Upon the second offense within a gne-five-vear period:

10.3.a. The sailer or product menufacturer will be notified In writing that they must register with
the Department;

e 102 b The saller or product manufactarer will be required 1© pay 2 penalty of $250.00;

and

036103 ¢, Hthosell et anuianty o T itk
aﬂeﬁe@-ﬁm}.ﬂe—me i"emp ;}mducta shaii be embargoed aa*d removed fwm the &h@;\f@a i
accordance with section 12 of this rufe.

0.4, Upona third offense in 2 pne-Sve-vear period:

10.4.a. The selfer or product manufacturer will be notified in writing that thay must register with
the Department;

10.4b. The produdt shall he embargoed snd removed from shelves in acoordanse with section
13 of this rule;

i3
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10.4.c. The seller or product manufacturer shall be reguired 1o pay 3 penalty of $250.00; and

i0dd 4 ; ho-hald-ta-suspen balders-parpit-to—soli-homp-praducts. For
unregistered sellers the eligihiiity 1o obtain 2 permit fo sell hemp products shall be suspeanded for

ane year. The permit holder shall have the risht to request an optional hearing,

=

04:e For unrepistered products, the ability to obtain a product permit shall be suspended for
gng yeat, The product sermit holder shall have the rieht to request an ontional hearing,

1045 Embarsoes and offe be spedfic to the individual product and not the sntire

manufacturer’s line of producis,

§61-30-11. Enforcement sctions on products violations and refated penalties.
111, The Commissioner may assess @ viclation of Wast Virginla Code §18-128-7 er. seq. or this rule,

11.2. violations shall be broken into classes, dependant on the severity. Violations are classified as
Follows:

11.2.a. Gass i violations are flzgrant violations and include, but are not limited to:

11.2.a.1. Hemp products that are unsafs or adultersted or show cause for immediate human
or animal health concern; and

11.2.5.2. Hemp products that contain more than the THC content authorized by law.

11.2.3.3. Third offense resistration violstions as defined in subsection 10.4 of this rule,

11.2.b. (ass Hl viclstions are viclations in which the person acted in a faulty or carsless
mannar and inchede, but are not limited to:

11.2.b.1. Falsification of information on an application;

11.2.b. 2. No dasege sarving size and frequency of use listad on labaling; and

11.2.b.3. Failure of the product 1o meet label claims.

11?s: Thass [ viokations are negligent violations and include but are not limited to:
11.2.5.1. improperlsbeling: and
. 11262, Misbranding.
1.3, Class il {(Negligent) Violations.
11.3.a. Upon the first Class H violation being committed by 8 manufactarer:

11.3.3.1. The Commissioner shall send a written “First Notice” to the registrant. This notice
shall notify the registrant that a violation of Waest Virginia Code §19-12E-7 et seq. of this rule and
the enforcement policy established by this section of the rule has been viclated.

11.3.a.2. The manufacturer shall be assessed 3 $100.00 penalty for the Ciass i vinlation,

14
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11.3.8.3. The manutacturer shall be given 30 days 1o i tha Chass 11 vindation and must provide
avidence to the Department that the violation has been correciad,

1i3.b. if a second Class il violstion has been committed on the sama products within 2 pna-5-
year pariod, the Commissioner shall send a written “Second Notice” to the registrant. The registrant
st devesbon 3 written plan to correct the vielaton{s} and implement it within 7 days after the Second
Notice has been sent. An additional $100.00 penalty will be assessed for the second Class I viclation
of a product.

11340 if a third (ass ili viokation has been commitiad on the same product within 3 ohe-S-year
period, the Commissioner wifl issup an immediate “Suspension of Permit,”:

11.3.c3. The "Suspension of Permit” order will give the reason fnr the ardery and the fength
of tirne the Suspenton gf Permit order will be in afferiy EAh RS PN PP

will baa sa‘me:taw and sive the raason for é@-the @g_gﬁg@_;pn mmmaﬁe&%m-a—m
berirprensapt-da n the case of 2 suunary suspension, mwhish-the Commissioner may give the
manufacturer an npportunity 1o request 8 hearing in the matter subseguant 1o the notification of

the suspension.

1i.4. Uass H {Faulty or Caraless) Vielations.
11d4.z. Upon the first (lass 1 vislation heing committad by 3 manufacturer;

11.4.5.1. The Commissioner shall send a written “First Notice™ 1o the registrant.  This notice
shall notify the registrant that g violation of Wast Virginia Code §18.12E.7 o¢ seq, of this ruie, and
the enforce ment polley established by this section of the ruls.

11.4.a.2. The manufacturer shall be assessed a S300.00 penaity for the Class H vinlation.

11.4.2.3. The manufaciurer shall be given 30 deys to fix the Class H viclation and must provide
avidence to the Department that the viclation has been alleviated.

13.4.b. if 2 second Class §l vinlation has been committed on the same products within 3 gne-f-
yaar period, the Commissioner shall send a written "Second Notice” 10 the registrant. The rogistrant
roust develop & wiitten plan to correct the violation{s) and implament itwithin 7 days after the Second
Keotice has been sent. An additional $200.00 penaity will ba assessed for the sacond Class i vinlation
of a product.

11.4.c. if = third Class §§ viclation has not been resclvesd within 2 specified time frame, the will
issue an immediate “Suspension of Permit”,

i4.cl. The “Suspension of Permit” order will give the reason for tha order, and the length
of time the "Suspension of Permit” order will be In effect sad-a-spodiiic-tima-and-place-for-a
Biasing.

131.4.c.2. The suspansion of nermit order shall state the thne that the 5usparismn wsii brex

eﬁectwa—- anti giva tha reason ﬁ:r tha sLapension -3 ; IR PN TS
ronebpi-that-in [0 the case of 3 summary suspension, :he Cormmissioner may

give the manuﬂ;c’cumr the opportunity Lo reguest a hearing in this matler subsequent to the
natification of the suspension.

1%
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11.5. Class | {Fisgrant) Vickations.

131.5.0. Upon the first Class Dvisiation being committed by & manufacturer:

115251, The Commissianar shall notify the registrant that the product has been embargoed.
This notice shall notify the regisirant that a viclation of Wast Virginia Code $18-128.7 et seg of
this rule and the enforcemant policy established by this section of the ruis.

13.5.2.2. Embargo of products shali folfow in sccordance with Saction 12 of this rule.

£1.5.8.3. The manufacturer of 8 product with a Class Dvislation shall be assessed & penalty of
S250.00.

1.5k The embarge notice willt establish the date effectiver and give the reason ef-lgr the

Fa¥ WP X ¥ = 2 * MY T 5 s daianeed, o fogna dealel dx

11.6. A person who performs 8 recall by voluntarily removing product from sale or distribation in an
affactive manner, 50 a5 to limit the potantial harm o the haalth and well-being of the public, may be
sligible for examptions from the normal enforcement policy. The Commidssioner shall consider tha facts

of gach case when making a decision on an exemption,

13.7. The Commissioner may suspend the standard enforcement policy in cases where such action is
peessary o protect the public health, safety, and welfare.

883-30-22, Embarzos.
1z.1. Embargo orders.

iZ.1.a. When the Commissioner has reasonzble cause to believe any lot of hemp product is being
manufactured distributed offered for sale axposad for sale or used in this state in vielation of the
provisions of this rule 3 written embargn order may be issued and enforced warning the custodian of
the hemp product not to manufacturs, distribule, use, rernove, or dispose of it in any manner until
the embargo iz released by the Commissioner or by court order,

12.3.b. When the embargo is issuad, the Commissionar shall affix & tag or other marking o the
harnp product, warning that such product is snder embargo and shall notify the custodian of the right
oy rewuest ardraredinte g hearing,

12.1.c. The Commissioner shall release the hemp product sc embargoed when sald product has
heen brought into compliance with this article and itz roles.

12.1.d. The Commissionsr shall have the authority 1o issue an embargo against 3 perishable
praduct evan if the result s the involuntary disposal of the product.

1t.1.e. The Cormmissioner may take action 10 selze and condamn any product if not brought inta
comphance with this rule within the sforesaid timne frame.

12.2. Condemnation and Confiscation

i2.2.3. Any hemp product not in compliance with the provisions of this rule shall be subject 0
condemnation and confiscation on complaint of the Commissioner to the croult court of the county

is
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in which the product in question is located. jursdiction is hereby conferred upon the dircuit courts 1o
hear and determine such mater.

12.2.5. If the court finds that the hemp product is in viclation of the provisions of this rule and
should be confiscated, the court shall arder the condemnation and confiscation of such product and
its disposition in & marmer consistent with the quality of such produst which & not in viclation of any
other iws of this state: Provided That the owner thereof must first be given an opporiunily to process
ar relabel such hemp product or dispose of the same in full compliance with the provisions of this

rule.

12.3, imjunctinns

12.3.8. Upon application by the Commissioner, the circuit court of the county in which the
viniatfor s oumuering, has oocwrred, of 5 3bout to oocur, may grant & temporary of peImmanant
injunction restraining any person from viclating or continuing to viclate any of the provisions of this
ruin.

12.3.b. Aninjunction shall be ssued without bond,

17



