R66. Agriculture and Food, [Medical-Cannabis-aneHndustrial-Hemp]Specialized Products.
R66-10. Closed-Door Medical Cannabis Pharmacy.

R66-10-1. Authority and Purpose.

(1) Subsection 4-41a-1206(10) and Subsection 4-2-103(1)(i) authorize this rule.

(2) This rule establishes operating and licensing requirements and standards to be followed by closed-door medical
cannabis pharmacies and their employees.

R66-10-2. Definitions.

(1) "Cannabis waste" means cannabis product that is damaged, deteriorated, mislabeled, expired, returned, subject
to a recall, or enclosed within a container or package that has been opened or breached.

(2) "Card" means a medical cannabis card or registration card, authorized under Title 26B, Chapter 4, Part 2
Cannabinoid Research and Medical Cannabis.

[691(5) "PMP" means a medical cannabis pharmacydmedical providerthat meets the criteria defined in Subsection
4-41a- 1101(12).

[(H8] "Recreational disposition" means:

(a) slang words or phrases associated with thesrecreationalduse of cannabis;

(b) an image of a celebrity or other person‘whose target audience is children or minors;

(c) content that encourages, promotesgor otherwise creates an impression that the recreational use of cannabis is
legal or acceptable, or that the recreational useff cannabis,has potential health or therapeutic benefits;

(d) content that promotes excessive consumption;

(e) content that is obscene ordhdecent; or

(f) content that a reasonable person knows or should know appeals to children.

R66-10-3. Closed-Door Medical Cannabis Pharmacy License.
(1) A closed-door medical cannabis pharmacy license allows a home delivery medical cannabis pharmacy licensee
to store and distribute medlcal cannabls via dellvery from a separate approved location.




R66-10-4[5—Operating-Rlan]Closed-door Medical Cannabis Pharmacy Requirements.
(1) A closed-door medical cannabis pharmacy [eerse-appheation-shal-relude-ar] operating plan[-+e]_shall[ be
ineluded-n-the-heme-delivery-pharmaecy's-eperating-plan;] contain a blueprint of the facility containing the following
information [ard-atarririmurm—censistsofthefollewing]:
(a) limited access areas:
wher nnabis pr ts an nnabi Vi re stor
(c) location of returned cannabis and cannabis waste awaiting destruction;
(d) the location of toilet facilities and hand washing facilities;

e) the location of a break room and location of personal belonging lockers; and

(i) _the location of the areas to be used for loading and unloading of cannabis and cannabis products



(2) A closed-door medical cannabis pharmacy shall protect confidential cardholder data and information stored in the
Electronic Verification System to ensure that access to and use of the data and information is limited to those
individuals and purposes authorized under Title 26B, Chapter 4, Part 2, Cannabinoid Research and Medical
Cannabis and this rule.

(3) A closed-door medical cannabis pharmacy may not ship cannabis to patients outside the hours described in

Iter r opened medical cannabis pr r medical cannabis devices.
(5) A closed-door medical cannabis pharmacy shall maintain a written plan to handle potential recall and destruction
of cannabis due to contamination.
6) A medical cannabis pharmacy operating plan shall include a waste disposal plan that complies with Section
4-41a-1101.
7) A closed-door medical cannabis pharmacy shall provide a copy of a certificate of analysis for a medical cannabis

product to a medical cannabis cardholder or a recommending medical provider if:
(a) it is requested in writing; and

h ment; an

R66-10-[#]5. Separation of Closed-Door Medical Cannabis Pharmacies and Medical Cannabis Processors in
a Single Facility.

(1) Any facility that has both a closed-door pharmacy license and a license for medical cannabis processing shall
ensure physical separation of medical cannabis intended for home delivery and medical cannabis in the processing
facility.

(2) Processing of medical cannabis material may not occur in rooms designated as closed-door pharmacy areas.
(3) Clearly label [M]medical cannabis intended for home delivery within the closed-door pharmacy[ skhat-be-cleary
{abeled-as-sueh].

(4)(a) _Store [G]closed-door pharmacy products and medical cannabis processor cannabis[ shal-be-stored] in
separate secure rooms that are not accessible from the other licensed facility.

(b) Final product, raw material, or processed material in inventory at the processor may not travel through the closed-
door pharmacy area.

(5) Upon request, the licensee shall inform the department of how separation of materials is implemented, including
the facility's separation procedures for raw material, extract, and final products.



R66-10-[8]6. Security Standards.

(1) A closed-door medical cannabis pharmacy shall comply with security standards established in Section
4-41a-1101] ene-thisrdie].

2) A closed door medical cannabls pharmacy shall have a complete V|deo surveillance svstem

b thatallows forthe clearand certain |dent|f|cat|on of any person oractlvmes and
nd tim mp em n Vi mera recordin hat i rrectly.

identification badge issued by the faC|I|ty whlle on the Qremlses of the faC|I|ty

(4) A Pharmacy Agent or PMP shall escort visitors while in the facility.

(5) A medical cannabis pharmacy shall keep and maintain a log of visitors, showing:
(a) full name and age of each visitor entering the facility;

(b) badge number issued:

(c) time of arrival;

d) time of departure; and

(6) The medical cannabis pharmacy shall maintain the visitor log for a minimum ef one vear.

(7) The closed-door medical cannabis pharmacy shall make visitor log available to the department upon request.




(a) unique identification number;

(b) batch or lot number;
(c) name of product;
r | ion: an
(e) date entered into the inventonyscontrol system.
(2) Returned product shall befreactivated and placed |nto the |nventou control system

R66-5-6(1).

4 Arecelvm medlcal cannabis harma shall;







R66-10-[44]8. Minimum Requirements for the Storage and Handling of Cannabis.

(1) Storage areas shall provide adequate lighting, sanitation, temperature, humidity, space, equipment, and security
conditions for the storage of cannabis.

(2) Stored cannabis shall be at least six inches off the ground.

(3) _Cannabis shall be stored away from potential contaminants.

(4) Cannabis that is outdated, damaged, deteriorated, misbranded or adulterated shall be stored separately by
physical barrier until it is destroyed.

R66-10-[42]2. Cannabis Disposal and Waste.

(1) A closed-door medical cannabis pharmacy shall transfer cannabis waste to the medical cannabis home delivery
pharmacy location or to a cannabis production establishment licensed by the department for disposal.

(2) A closed-door medical cannabis pharmacy shall:

(a) securely lock and store cannabis waste in a container marked "Not for Sale";

(b) ensure the medical cannabis product is logged in the ICS at the time of disposal with appropriate information
including a description of and reason for the disposal;



R66-10-1[3]0. Product Recall.

(1) A closed door medical cannabis pharmacy shall cooperate with product recalls [meay-be] initiated by a cannabis
production establishment, a medical cannabis pharmacy, or the department.

(2) The closed-door medical cannabis pharmacy shall be bypassed and the recall be handled by the home delivery
pharmacy according to the pharmacies operating plan and in compliance with Section R66-5-[42]8.

R66-10-1[5]1. Change in Operating Plans.

(1) A medical cannabis pharmacy shall submit a notice, on a form provided by‘the department, before making any
changes to the closed-door pharmacy's operating plan.

(2) A medical cannabis pharmacy may not implement changes to the initial approved operating plan without written
approval from the department.

(3) The department shall specify the reason for the denial of appreval for a change to the operation plan.

R66-10-1[6]2. Revenue Reporting.

A medical cannabis home delivery pharmacy who opens a closed-door medical cannabis pharmacy shall submit, on
a form provided by the department, quarterly reports, that.include:

(1) the total quarterly revenue for the closed-door pharmacy;

(2) total quarterly revenue for each licensed medical cannabisqharmaey owned by the entity; and

(3) any other information requested by the department.

R66-10- 1[7-]3 Closed- Door Pharmacy License and Renewal.
(1) [Eeehretese .

2xea) ] A medical cannabis home delivery pharmacy shall submit a notice of intent to renew the closed-door

pharmacy W|th the renewaldor the home dellverv pharmacv [wrt-h—nehee—ef—m%eﬁt-te-ﬁerrew-t-he-heme-ddwefy

board.

(3) If the licensing fee and intent to renew are not submitted by the day of license expiration, the licensee may not
continue to operate.

(4) The board may take into consideration significant violations issued in determining license renewals.

R66-10-1[8]4. Violations Categories.

(1) Public Safety Violations: $3,000 - $5,000 per violation. This category is for violations that present a direct threat to
public health or safety including:

(a) cannabis sold to an unlicensed source;

(b) cannabis purchased from an unlicensed source;

(c) refusal to allow inspection;

(d) failure to comply with pharmacist-in-charge requirements;

(e) failure to maintain required general operating standards;

(f) failure to comply with product recall requirements;

(g) unauthorized personnel on the premises;

(h) permitting criminal conduct on the premises; or

(i) engaging in or permitting a violation of the Title 4, Chapter 41a, Cannabis Production Establishments and



Pharmacies which amounts to a public safety violation as described in this subsection.

(2) Regulatory Violations: $1,000 - $5,000 per violation. This category is for violations involving this rule and other
applicable state rules:

(a) failure to maintain alarm and security systems;

(b) failure to keep and maintain records for at least five years;

(c) failure to maintain traceability;

(d) failure to follow transportation requirements;

(e) failure to follow the waste and disposal requirements;

(f) failure to follow targeted marketing requirements;

(g) failure to follow agent duties and responsibilities requirements; or

(h) engaging in or permitting a violation of Title 4, Chapter 41a, Cannabis Production Establishments and
Pharmacies

or this rule which amounts to a regulatory violation as described in this subsection;

(3) Licensing Violations: $500- $5,000 per violation. This category is for violations involving licensing requirements
including:

(a) an unauthorized change to the operating plan;

(b) failure to notify the department of changes to the operating plan;

(c) failure to notify the department of changes to financial or voting interests of greater than 10%;

(d) failure to follow the operating plan as approved by the department;

(e) engaging in or permitting a violation of this rule or Title 4, Chapter41a, Cannabis, Production Establishments and
Pharmacies which amounts to a licensing violation as described indthis subsection; or

(f) failure to respond to violations.

(4) The department shall calculate penalties based on the level of violation and the adverse effect or potential
adverse

effect at the time of the incidents giving rise to the violation.

(5) The department may enhance or reduce the penalty,basedien the seriousness of the violation.
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