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(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less)

The Medical Marijuana Program (Program) was created by the Medical Marijuana Act (35 P.S. §
10231.101 - 102131.2110) (the act), which became effective on May 17, 2016. Under the act, persons,
including minors under the age of 18. with a serious medical condition, may. either themselves or through a
caregiver, purchase medical marijuana within the Commonwealth. In order to implement the Program, the
Department of Health (Department) penodicafly published teinpormy regulations relating to various
sections of the act, which are effective for two years from the date of publication me to be followed by the
promulgation of fonual penuanent regulations. The most recent set of tempormy regulations are set to
expire January 14. 2024, and the Department now seeks to promulgate the pemianent regulations to replace
the cmTent temporary regulations.

In these final regulations. the Department amends the current temporary regulations to clari1r those existing
regulations. to maintain proper regulation commensurate with the evolution of the Pmgram. and to respond
to public comments.

(8) State the statutory authority for the regulation. Include specific statutory citation.



The Department’s authority to promulgate these regulations is found in Section 301(b) of the act,
which provides that the Department has the authority to promulgate all regulations necessary to carry
out the provisions sct forth in the act. (35 P.S. § 10231.301(b)).

(9) Is the regulation mandated by any federal or state law or court order. or federal regulation?
Are there any relevant state or federal court decisions? If yes, cite the specific law, case or
regulation as well as, any deadlines for action.

The act required the Department to issue temporary regulations necessary to achieve the act’s purpose
within a particular time frame. The act provides that those temporary regulations would expire within
two years of publication in the Pc,msvlvania Bulletin, and that all future regulations must be
promulgated through the regulatory’ process set out in law. 35 P.S. § 10231.1107(b). Act 10 of 2020,
section 1736-A. I. extended the expiration of the temporary regulations until November 20, 2021. Act 44
of 2021 Further extended the Department’s authority to promulgate temporary regulations until May31,
2022.35 P.S. § 10231.1107(b). Accordingly, the Department re-published the current temporary’
regulations on January 14, 2022, extending the expiration date to January 14, 2024. Regulations are
necessary for compliance with, and enforcement o1 the act.

There are no relevant state or federal court decisions relating to these regulations.

(10) State why the regulation is needed. Explain the compelling public interest that justifies the
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as
possible and approximate the number of people who will benefit.

These final regulations are necessary for the continued viability of the Program established by the act.
Replacing the current temporary regulations—which are set to expire on January 14, 2024—with the
final regulations ensures that participants in the Program will continue to receive medicine and the
Department may continue to monitor and regulate the Program, as required by the act.

Beyond the timing requirement, these final regulations are needed so that the regulatory scheme may
keep pace with the evolution of the Program. Since the act was signed into law on April 17, 2016. the
Program has undergone two separate application and permitting phases for medical marijuana
organizations under chapter 6 of the act, and four permitting phases under chapter 20 of the act. During
this time, the Department has experienced consistent growth in the number of patients and medical
manjuana organizations that participate in the Program. The revised and additional provisions in the
final regulations reflect the Department’s efforts to keep pace with the growth and evolution ofthe
program.

Those benefitting from these final regulations include any participant in the Program. As these
regulations ensure the continued viability’ of the Program, all participants benefit from these final
regulations.

Medical marijuana patients will benefit from these final regulations by being able to continue to receive
medication to treat their serious medical conditions. Further, through the final regulations, practitioners
are prohibited from charging an excessive fee in providing this service. Medical marijuana caregivers
will also benefit, as they are able to continue to provide their services to those medical marijuana
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patients who rely on the assistance of caregivers. As of July 28, 2022, there are over 39,000 registered
caregivers, and over 414,000 active patients.

Further, the expected growth of the Program should result in increased competition among medical
marijuana organizations, which should result in reduced product costs for cardholders. The Department
is continuing to gather data on the impact of the Program, including on costs and increase in capacity,
and is expecting program and product expansion, as more growers/processors operationalize.

Medical marijuana practitioners wiLl benefit from these regulations through the continued ability to
provide certifications to patients with qualifying medical conditions who, in the practitioner’s
professional opinion, will benefit from the use of medical marijuana. Practitioners also typically charge
a fee for their consultations with patients to certify them to participate in the Program. As of July 28.
2022, there are over 1.800 approved practitioners.

Medical marijuana organizations (dispensaries and grower/processors) and their employees will benefit
through the continued viability of the program, as a medical marijuana organization’s existence depends
on the program. These organizations will be able to continue to conduct business within the parameters
of the act and regulations. There are currently 56 dispensary pemittees, including the nine clinical
registrants under Chapter 20 of the act (relating to research), with each dispensary permittee pentitted to
have up to three dispensary locations (up to six in the research arena), and 35 grower/processor
pemiittees, also including research permit holders. The number of people employed by medical
marijuana organizations is unknown.

In addition, the final regulations provide for the implementation ofa research program, that allows for
the approval often clinical registrants and academic clinical research centers and permits them to carry
on research. The ability to do research on medical marijuana, and the Commonwealth is the only state
that has a research component to its medical marijuana program, will ultimately provide valuable data
on the use of medical marijuana and its efficacy. This ultimately will benefit patients, and the
Commonwealth, since enabling patients to more effectively deal with serious medical conditions will
benefit both the health care system, and the overall social and economic wellbeing of the state.

(11) Are there any provisions that are more stringent than federal standards? If yes, identify the
specific provisions and the compelling Pennsylvania interest that demands stronger regulations.

There are no federal standards that relate to these proposed regulations.

(12) How does this regulation compare with those of the other states? How will this affect
Pennsylvania’s ability to compete with other states?
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Thirty-six other states and the District of Columbia have statutes permitting the use of medical
marijuana. The Medical Marijuana Programs in those other stales are largely the same as
Pennsylvania’s, providing processes for the growth, processing, dispensing, and purchasing of medical
marijuana and medical marijuana products. One notable difference between programs established in
other states and Pennsylvania’s program is that Pennsylvania is the only slate that has established a
research program for medical marijuana. This makes Pennsylvania’s program unique and potentially the
source of significant data regarding the use and efficacy of medical marijuana. This could be a
significant benefit for those entities that are chosen to participate in thc program as a clinical registrant
or academic clinical research center, since it is expected that the results of the research may inform new
products and lead to additional research and development in the area of medical marijuana. This may
work to attract businesses and persons to the Commonwealth to participate in those studies.

With respect to medical nrnrijuana organizations, many of the other states with medical marijuana
programs issue pennits to entities that dispense, grow and process or manufacture medical marijuana for
medical treatment purposes. The industry is rigorously regulated in most states. Therefore, most
entities choosing to apply for a permit in the Commonwealth have dealt with similarly regulated states
or would be subject to similar regulation in other stales.

(13) Will the regulation affect any other regulations of the promulgating agency or other state
agencies? If yes, explain and provide specific citations.

No, these changes will not affect any other regulations of the promulgating agency or other state
agencies. By law the Department’s temporary regulations relating to the Medical Marijuana Program
will expire on January 14, 2024.

(14) Describe the communications with and solicitation of input from the public, any advisory
council/group, small businesses and groups representing small businesses in the development and
drafting of the regulation. List the specific persons and/or groups who were involved. (“Small
business” is defined in Section 3 of the Regulatory Review Act, Act 76 of 2012.)

The Department requested input throughout the temporary regulation drafting process, including
regarding changes to the regulations, by surveying different groups of stakeholders, including
permittees, approved laboratories, caregivers and patients. The Department held multiple meetings
throughout 2019 and 2020 with the Pennsylvania Cannabis Coalition, who represents most of the
medical marijuana permittces, and received feedback from the industry regarding proposed regulatory
changes. Many regulatory changes were made based on stakeholder feedback. Additionally, all
pennittees have access to regional field supervisors and email resource accounts to convey questions and
concerns. The Depani-ncnl regularly corresponds with permittees. The Department has also previously
published each set of temporary regulations on its website and taken public comment. The evolution of
these final regulations has come about, in part, because of those discussions and feedback.

The revisions to the temporary’ regulations set forth in the final regulations are necessary to ensure
consistency throughout the regulations, and to ensure that the final regulations provide the necessary
regulatory framework For continued program development and success. In addition, the implementation
of the Program through the temporary regulations led to continuing discussions with patients, caregivers.
growers/processors and dispensaries, and recommendations and comments about how the Program could
better serve those stakeholders. The Department is offering these final regulations, having taken into
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account those comments and recommendations, in order to ensure a safe and effective Program and that
persons with serious medical conditions using medical marijuana iii the Commomvealth can be sure that
they are receiving a safe and effective product.
(IS) Identify the types and number of persons, businesses, small businesses (as defined in Section 3
of the Regulatory Review Act, Act 76 of 2012) and organizations which will be affected b the
regulation. How are they affected?

Because no Department of Labor standards apply to medical marijuana organizations, the Department
cannot say with certainty whether any dispensary’ or grower/processor qualifies as a small business.
Whether or not any of these regulated entities is a small business, however, the Department has not and
would not consider less stringent requirements than those offered in these final regulations. The
Department’s need for strict oversight is driven by the nature of the Program. and the possibility of
federal enforcement reaching into the state were it to appear that requirements ensuring the safety and
security of medical marijuana and medical marijuana products being grown, shipped and produced by
these regulated entities were lax. It is the Department’s responsibility to ensure the safety, security, and
effectiveness of the Program, which it does by’ monitoring through its regulations.

The final regulations apply to dispensaries, which is a type of business that has only legally existed in
the Commonwealth since the act’s inception. There are currently 56 dispensary permits issued by the
Department, including those in the research arena. There are no current statewide standards that apply to
this type of business entity to determine what would constitute a small business, and the Department has
no way of making that determination, since it does not maintain infomution on the numbers of
employees each dispensary employs. These final regulations mirror in large part the temporary
regulations under which dispensaries are currently operating, so that the promulgation of these final
regulations should have little effect.

The final regulations also apply to growers/processors, which is also a type of business that has only
legally existed in the Commonwealth since the act’s inception. There are currently 35 grower/processor
permits issued by the Department, including permits in the research arena. Again, there are no statewide
standards allowing a definition of small business to be developed in this context, the Department does
not keep information on the number of employees at each grower/processor, and there are no federal
requirements that can be applied. These final regulations mirror in large part the temporary regulations
under which grovers1processors are currently operating. so that the promulgation of these final
regulations should have little effect.

The final regulations apply to laboratories who choose to be approved by the Department to test medical
marijuana and medical marijuana products by the Department. Laboratories are not required to
participate in the Program. There are currently seven approved laboratories in the Commonwealth.
These final regulations mirror in large part the temporary regulations under which laboratories are
currently operating, so that the promulgation of these finaL regulations should have little effect.

The final regulations also apply to a clinical registrant (CR), each ofwhich holds a grower/processor
permit and a dispensary permit. Those entities arc discussed above as gro!ers./processors and
dispensaries. These regulations also apply to a certified academic clinical research center (ACRC).
which are educational institutions with medical schools. There are nine CRs and nine certified ACRCs
in the Commonwealth. The Department may approve no more than ten CRs under the act. The final
regulations allow for the implementation of the research program, which would be unable to advance
without regulation.
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These final regulations also apply to medical marijuana cardholders, which include both patients and
caregivers. Medical marijuana patients and caregivers are required to comply with these proposed
regulations to receive medication to treat serious medical conditions. Failure to comply with the final
regulations could cut off the patient’s or caregiver’s access to a medication that could be helpful in
treating the patient’s serious medical condition. As of July 28, 2022. there were over 39,000 registered
caregivers and over 414,000 active patients. These final regulations minor in large part the temporary
regulations under which the Program is currently operating, so that the promulgation of these final
regulations should have little effect on patients and caregivers. Fees associated with obtaining medical
marijuana identification cards would remain the same (550 annually). and the regulations would
continue to provide for fee reductions for those showing financial hardship (525 annually). However, the
final regulations provide that practitioners may not charge patients an excessive fee for services related
to the patient becoming certified for medical marijuana use.

The regulations also apply to practitioners. Physicians must comply with the regulations in order to
become practitioners able to cenil’ patients so that the patient can obtain medical marijuana to treat the
patient’s serious medical condition. In addition to enabling physicians to become practitioners, and
participate in the Program, the regulations also ensure that physicians who become practitioners have
had the appropriate training and are able to safely and effectively treat and monitor patients. They also
enable the Department to monitor practitioners, and to take the necessary action to ensure a safe and
effective Program. As of July 28, 2022, there were over 1,800 approved practitioners. These final
regulations minor in large part the temporary regulations under which practitioners are currently
certifying patients, so that the promulgation of these final regulations should have little effect on their
practice. The final regulations do provide that practitioners may not charge patients an excessive fee for
services related to the patient becoming certified for medical marijuana use, which does allow for
additional action to be taken against practitioners by the Department, in coordination with the
Department of State, in the event of a complaint regarding fees.

These final regulations also apply to the employees of the dispensaries, growers/processors and
laboratories covered by the regulations, including other medical professionals employed by the
dispensaries, like physicians’ assistants and certified registered nurse practitioners. Although the
Department does not have direct control over employees and medical professionals, except to require
background checks in certain instances, the final regulations set standards for the operation of
dispensaries and growers/processors. The fina’ regulations enable the Department to require effective
operations and safe and effective growth, production, sales and dispensing of medical marijuana and
medical marijuana products. The Department does not have information on the number of these
employees. Again, since the final regulations do not change extensively the requirements in the
temporary regulations, there should be little effect on the way employees of these entities operate.

Finally, the final regulations would apply to any future participant in the Program. The effect on these
groups of participants would be the same as explained above in this response.

(16) List the persons, groups or entities, including small businesses, that will be required to comply
with the regulation. Approximate the number that will be required to comply.

Every group of individuals and entities listed in the response to Question 15 is required to comply. No
Department of Labor standards apply to medical marijuana organizations, the Department, therefore,
cannot say with certainty whether any dispensary or grower/processor qualifies as a small business.
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With respect to medical marijuana organizations, there are currently 56 dispensary pennittees, including
those in the research arena, with each dispensary pennittee pennitted to have up to three dispensary
locutions (up to six in the research arena), and 35 grower/processor pennittees, also including research
permit holders.

There are currently nine accredited medical schools certified as ACRCs. Nine CRs have been approved
to date.

Any laboratory that wishes to participate in the Program will be required to comply with these
regulations. The Department has currently approved seven laboratories to do testing. The act does not
place a limitation on the number of laboratories that may participate, and the Department continues to
review laboratory applications.

Medical marijuana patients and caregivers are required to comply with these final regulations to receive
medication to treat their or their patient’s serious medical conditions. TIus number changes Frequently.
As of July 28, 2022, over 4 4,000 active patients participate in the Program and over 39,000 caregivcrs
havc registered.

As of July 28, 2022, there were over 1,800 approved practitioners. The act does not place a limit on the
number of physicians that may apply to become practitioncrs.

(17) Identify the financial, economic and social impact of the regulation on individuals, small
businesses, businesses and labor communities and other public and private organizations.
Evaluate the benefits expected as a result of the regulation.

These regulations allow medical marijuana organizations to continue to exist and operate legally within
the Commonwealth. While the Program is currently operating at nearly the statutory capacity for
permits, the fees included in the statute with respect to growers/processors would remain the same:
applicants for a grower/processor permit would be required to pay a non-refundable application fee of
$10,000 and a refundable permit fee of $200,000, in the event a permit is not awarded. They are also
required. by statute, to have 52,000,000 in capital, $500,000 of which must be on deposit at a financial
institution. With respect to dispensaries, the requirements that are set out in statute also remain the same;
dispensary applicants are required to pay a non-refundable initial application fee of 55,000 and a
refundable pennit fee of $30,000 for each dispensary location, again, in the event a permit is not
awarded. Permit renewal fees are 510,000 and 55,000 annually for growers/processors and dispensaries.
respectively.

With respect to medical marijuana cardholders, fees associated with obtaining medical marijuana
identification cards would remain the same (550 annually), and the final regulations provide for fee
reductions for persons showing financial hardship (525 annually). The final regulations provide that
practitioners may not charge a patient an excessive fee for services related to the patient becoming
certified for medical marijuana use.

Further, the expected growth of the Program should result in increased competition among medical
marijuana organizations, which should result in reduced product costs for cardholders. The Department
is continuing to gather data on the impact of the Program, including on costs and increase in capacity,
and is expecting program and product expansion as more growers/processors operationalize.
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The social impact of the Program on individuals using medical marijuana products is still anecdotal
since the Program has only been providing medical marijuana to the public for three years. The research
component of the Program has just become operational. The Department is hopeful that the research
done by thc ACRCs and CRs will provide valuable data on the use of medical marijuana and its
efficacy.

(18) Explain how the benefits of the regulation outweigh any cost and adverse effects.

Those regulations would benefit those participating in the Program by ensuring that medical marijuana
patients would continue to receive the medicine provided by medical marijuana organizations. As the
current temporary regulations are set to expire on January 14,2024, the primary benefit of the final
regulations is that they are necessary to maintain the regulatory scheme of the Program. Without
regulations, the regulatory scheme laid out in the act, while sufficient to broadly oversee the production,
sale, and dispensing of medical marijuana, lacks the specificity to fully ensure that there would be no
concerns over safety and consistency of the products produced and the way the product is dispensed and
sold.

The Department must ensure that the Program satisfies the concerns of federal law enforcement that
medical marijuana is strictly regulated and that the production, sale, dispensing, and use is strictly
controlled to prevent diversion for improper use. The creation through temporary regulations and
continuation of strict regulatory requirements in the final regulations. along with strict enforcement
procedures, would allow the Department to satisfy these concerns. The cost to participants in the
Program associated with the implementation ofa detailed and strict permitting program, therefore, is
outweighed by the need to ensure that the Program is a safe and effective Program, providing an
effective and safe medical tools to treat patients with serious medical conditions.

As of July 28. 2022, the Department has approved nine clinical registrants as pan of the research portion
of the Program. As Pennsylvania is the only state that has established a research program for medical
marijuana, the benefit of successful applicants to research frirther benefits of medical marijuana provides
a benefit to not only citizens of the Commonwealth, but to the medical marijuana industry, as
information relating to differing strains, doses, and the best ways to use medical marijuana, will be
studied. This will allov for production of the most effective strains. It will also allow the most effective
recommendations and dosing for patients and allow them to gain the most benefit from the use of this
medicine.

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated
with compliance, including any legal, accounting or consulting procedures which may be required.
Explain how- the dollar estimates were derived.

The costs provided in the current temporary regulations would be largely unchanged by the final
regulations. New signage will result in miniscule costs to each permittee, depending on the quality of the
sign desired. While one peniiittee estimated the cost at S2,000. a computer-printed and laminated sign
would serve the purpose. Permittees asserted that surveillance storage costs arc approximately S35,000
to S40,000 higher than in other states due to Pennsylvania’s lengthy two-year storage requirements. The
storage requirements were initially four years, then lowered to two years and, in response to comments
received on these final regulations and Act 44 of 2021, the Department lowered the storage requirements
to 180 days. Pennittees also asserted additional costs were associated with the new requirement to use

S



separate labs for harvest and process tests, claiming that lab pricing is lower when quantity is higher.’
Permittees are currently required to conduct two lab tests and the only change being made is that two
different labs conduct thosc tests. Since all pennittees will havc to comply with the new requirement to
use different labs, all labs should adjust their pricing accordingly. To the extent that pricing is not
adjusted. any increased lab cost should be offset by the decreased surveillance storage costs. Below are
the associated costs for the various groups of participants in the Program.

Patients and Caregivers
Patients and caregivers would be assessed a $50 fee for an identification card application and an
identification card renewal application and a $25 fee for an identification card replacement. These
requirements are statutory and were included in the temporary regulations that the Department
implemented as required by the act. The Department can raise the replacement fee for a second and
subsequent replacement cards and may alter that fee upon publication of notice in the Pen,,.’/i’w,k,
Bulletin. Further, the act provides that the Department may also waive an identification card application
fee if the individual can demonstrate financial hardship. The act requires caregivers to undergo a
background check. This is associated with minimal cost of approximately $21.00. Again, these
requiremenis were included not only in the act, but in the Departments temporary regulations. Many of
these fees will be reduced or eliminated for qualifying patients demonstrating financial hardship under
the Medical Marijuana Assistance Program, which is currently under development.

Practitioners/Medical Professionals
Practitioners must register to become approved to recommend medical marijuana to patients, but al no
cost to practitioners.

Grower/Processors
Growers/processors are required to pay an initial application fee of$l0,000.00, and a permit fee of
$200,000.00, as required by the act. The initial application fee is not refundable; if the applicant does not
receive a permit, the permit fee is refundable. The act requires that a grower/processor must also pay a
renewal fee each year of $10,000.00. It is refundable if the renewal is not granted. A fee of $250.00 is
statutorily required if the grower/processor requests permission from the Department to change its
location or to alter its facility. These fee requirements were included in the act and these regulations
merely echo statutory requirements.

In addition, growers/processors must obtain zoning and, in some cases, building approvals, construct or
renovate facilities, and put into place surveillance and security systems that meet certain standards set
out in the proposed regulations, as would those seeking to change location and making building
renovations. Existing growers/processors have already incurred these costs, as they became operational
under the Department’s temporary regulations; these final regulations change very little from the
temporan’ regulations relating to security and surveillance, although they do reduce the surveillance
storage requirements. resulting in substantial savings to the pemlittee. In addition, the requirements in
the final regulations that growers/processors hire and train staff and maintain a fleet of transportation
vehicles that meet certain standards are altered very little from the temporary regulations; for the most
part these costs have already been incurred, except for the training of new staff and the purchase of new
vehicles.

One permittcc asserted the requirement to use two different labs would resull in an annual increase of S225,000 but did not
explain how this number was calculated.
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The final regulations do not alter the statutory requirement that growers/processors are required to
purchase and install electronic tracking systems prescribed by the Department. This cost has already
been incurred by existing growers/processors.

These final regulations do not alter the statutory requirement that growers/processors would be required
to purchase seed and plants to commence operations. This cost has already been incurred by existing
growers/processors.

Dispensaries
Dispensaries are required to pay an initial application fee of $5,000. and a permit fee of $30,000 for each
dispensary location, as is required by statute. The initial application fee is not refundable; however, if
the applicant does not receive a dispensary permit, the permit fee is refundable. A dispensary must also
pay a renewal fee each year of $5,000, which is refundable if the permit renewal is not granted. A fee of
$250.00 is required if the dispensary seeks permission from the Department to relocate its operation or
to alter its facility.

In addition, dispensaries must obtain zoning and, in some cases, building approvals, construct or
renovate facilities, and put into place surveillance and security systems that meet certain standards set
out in the final regulations. Existing dispensaries have already incurred these costs, as they became
operational under the Department’s temporary regulations; these final regulations change very little from
the temporary regulations relating to security and surveillance, although they do reduce the surveillance
storage requirements, resulting in substantial savings to the permittee.

These proposed regulations do not alter the statutory requirement that dispensaries must purchase and
install electronic tracking systems that meet the requirements of the act and regulations, a cost that has
already been incurred by existing dispensaries.

Laboratories
The regulations do not require laboratories to pay an application fee but do require that they file an
application with the Department to be approved to test medical marijuana. To be eligible for approval, a
laboratory must have an accreditation from an accrediting body whose accreditation is accepted by the
Department. Accrediting bodies do charge a fee to a laboratory for the accreditation, and there is a cost
to obtaining the accreditation and maintaining it. One accrediting body estimates the costs to a
laboratory to be approximately $50,000.00 per year. These costs include maintaining the equipment to
meet certain calibration standards, and the cost of auditing results. In addition. laboratories that choose
to participate in the Program, and are approved to do so by the Department. are paid by
growers/processors to perform the testing through contractual arrangements, offsetting the laboratory’s
cost of obtaining and maintaining accreditation.

In addition, any new laboratory seeking approval of an application, that does not already have a physical
presence in the Commonwealth would need to obtain zoning and, in some cases, building approvals, and
construct or renovate existing property to be able to provide the testing services. A new laboratory
would have to purchase equipment, hire staff and have staff trained. To comply with the final
regulations, laboratories that choose to participate and seek approval may have to hire staff have staff
trained, or purchase equipment to do the required testing. If a laboratory does not wish to participate in
the program, however, there is no requirement that it do so. These costs are voluntarily undertaken to
take advantage of a potential business opportunity. This is no change from the temporary regulations
that previously applied to laboratories wishing to participate in the Program.
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Clinical Registrants/Academic Clinical Research Centers
The final regulations, like the temporary regulations, imposed no cost for an entity to apply to become
an ACRC. Thc final regulations make no changes to the costs associated with CRs. There is no cost to
apply to become an approved CR. However, the act requires that approved CRs pay the same permit
fees to obtain a grower/processor permit and a dispensary permit as growers/processors and dispensaries
that applied for a permit under sections 601-616 of the act. (35 P.S. § § 1023 1.601-61 6). Under the act, a
urower/processor is required to pay an initial application fee of$l0.000, an initial penrtit fee of
$200,000, and a renewal fee ofSlO,000. A dispensary is required to pay an initial application fee of
$5,000. an initial permit fee of $30,000 for each location and a renewal fee of $5,000 that covers all
locations.

(20) Provide a specific estimate of the costs and/or savings to the local governments associated
with compliance, including any legal, accounting or consulting procedures which may be required.
Explain how the dollar estimates were derived.

These regulations do not alter the statutory requirement that medical marijuana organizations comply
with local zoning laws. If a new medical marijuana organization were to seek zoning approval from a
local government, or to move location, or a laboratory sought to perfonn services, local governments
would be required to review those applications pursuant to local zoning ordinances. This could
potentially lead to revenue from application fees, as well as costs associated with review of and
litigation challenging these zoning decisions. Presumably, however, zoning matters are built into
budgets of local governments. There is no way to estimate this type of cost.

(21) Provide a specific estimate of the costs and/or savings to the state government associated with
the implementation of the regulation, including any legal, accounting, or consulting procedures
which may be required. Explain how the dollar estimates were derived.

The Department has incurred and would continue to incur costs incident to hiring starr to administer and
regulate the Program as it goes forward. This includes reviewing, and approving, applications for
approval of a clinical registrant, applications for approval of an academic clinical research center,
applications for a grower/processor permit, applications for a dispensary permit, applications for
identification cards; operating and maintaining a patient and caregiver registry; monitoring the
applications of patients and caregivers; and operating and maintaining a seed-to-sale electronic tracking
system. The Department has incurred and will continue to incur legal costs associated with appeals and
regulatory compliance.

The Department’s costs are part of the program operations costs listed in section 23(a) below.

(22) For each of the groups and entities identified in items (19)-(21) above, submit a statement of
legal, accounting or consulting procedures and additional reporting, recordkeeping or other
paperwork, including copies of forms or reports, which will be required for implementation of the
regulation and an explanation of measures which have been taken to minimize these requirements.

The regulations include requirements for applications, forms, reporting and reeordkeeping that are
substantially similar to those included in the Department’s temporary regulations, and that have been
complied with by the regulatory community since the implementation of the Program:

Patients/Caregivers
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The regulations continue to require that, to be registered as a patient or caregiver and to receive an
identification card, or to receive a medical marijuana patient authorization letter, an individual must
complete an electronic application that is a part of the Department’s patient and caregiver registry. The
online patient registration form can be found here: https://adohmmp.custhelp.com/app/adult-paticnt
ret!istratioTl/sessioll/L3RnhWUvMTU I NTM I ODuzNy9iiZ W4vMTU I NTM I ODuzNv9za\VQvZIU3d3N
ZaHJQZEdwRmw4NmhJU2ZqOEQOc2dubEJRO I tdNOVuMUR4bWZoSkxXZXhacldpR3liOFJmRnZ
MVUNVTOVINHIz’.’ko5SmRl-TUUxITWIvQIFvbXFIQIB5UIZ\VXI I6TTdwaDdYWSU3RXYxcIIdK
ZWtQOGxQb\’E4TXROQSUvMSUvMQ°o3D%3D.

The online caregiver registration form can be found here: https://padohmmp.custhelp.com/app/adult
patient-careuiver
reuistration/session/L3RpbWUvMTU I NTM I QDuzNv9nZW4vMTU 1 NTM I ODzNy9zaWQvZIU3d3N
ZaHJQZEdwRnw4NmhJU2ZgOE9Oc2duhEJRQ I glNOVurvlUR4bWZoSkxXZXhacldpR3liOFJmRrjZ
MVLINVTOVINHIzVko5SmRHUUxITWI VQjFvbXFIQIB5U ZWX! I6TTdwaDdYWSL’3RXYxcHdK
Z\VtQOGxObVE1TXROQSUvMSUvMQ%3D%3D. In addition, a caregiver will still be required to
obtain a background check by applying for a background check in accordance with the act.

After successfully registering, a medical marijuana patient or caregiver must then apply for a medical
marijuana identification (ID) card. The application for the ID card is done through the same sign-on site
as the application for registration listed above. The ID card is valid for one year from the time of
issuance. The ID card or medical marijuana patient authorization letter must be renewed each year
through a similar application process.

Further, the final regulations provide that patients and caregivers have an obligation to contact the
Department upon the occurrence of any of the following: (I) a change in the cardholder’s name or
address; (2) the withdrawal of a patient certification by a practitioner; (3) a decision by a patient or the
patient’s legal guardian to discontinue the services of a caregiver; (4) a decision by a caregiver to no
longer serve as a caregiver for a patient; and (5) a decision by a patient, the patient’s legal guardian or a
parent on behalf of a patient to discontinue obtaining medical treatment from the practitioner who issued
the patient certification.

These requirements are the same as in the temporary regulations.

Practitioners/Medical Professionals
Practitioners who will issue patient certifications and medical professionals who will work in
dispensaries are also required to register and be approved by the Department. The online practitioner
registration form can be found here:
https:Fipadohmmp.custhelp.com/app’relzister/sessioniL3Rpb\VUVMTU I NTM I ODizzNv9nZ W4vMTU I
NTM I ODzzNv9zu\VQvZIL3d3NZaHJQZEdwRniv1NmhJU2ZgOEQOc2dubEJRQl gINOVuMUR4hW
ZoSkxXZXhacldnR3ljOFJrnRnZM\’UNVTOVINHIzVko5SmRKUUxITWIvQjFvbXFIOIB5UIZWXI I
ÔTTdwaDdYWSU3RXYxcI-IdKZW100GxQbVE4TXROQSUYMSUYMQ%3D%3D.

The online registration form for medical professionals can be found here:
h tuDs ://padoli mrnp. custhel p. corn app ‘medical pro

reuister/session/L3RpbWLTvMTU I NTM I OD2ZNv9nZW4vMTU I NTM I ODuzNv9zaWQvZIU3d3NZa
HJOZEdwRmw4NmhJU2ZgOE9Qc2dubEJROI szINOVtiMUR4bWZoSkxXZXhaeIdpR3IjOFJmRnZMV
LINVTOV[NHIzVko5SmRHUUxITWIvQiFybXFIOIB5U IZWX I l6TTdwaDdY\VSU3RXYxeHdKZWt
OOGxObVE4TXROQSUvMSUyMQ%3D%3D.
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The final regulations require that registered practitioners provide the Department with the patient
certification with original signature after certifying a patient, as well as notify the Department of any
subsequent modifications to a patient certification, Further, practitioners must noti’ the Department in
writing in the event of a revocation of patient certification.

Under the statute and the final regulations, both practitioners and medical professionals are required to
complete a four-hour training course approved by the Department and notify the Department upon
completion. An entity that wishes to conduct such a course for continuing cducation credits to a
physician registering to become a practitioner with the Medical Marijuana Program or any medical
professional who wishes to be employed by a dispensary may apply online. The online application for
approval to provide such a training course can be found here:

%2OApplication 20 for%2OApproval%2Oto42OProvide%20a%204-
liourP ,20Trajiiz20Course%2Oin2Othe°4j2OMedical%2OMaiijuana’!1j20[’rourajupdE

Dispensaries
A dispensary applicant is requ red to apply for a permit and, if awarded a permit, maintain the standards
in the final regulations to retain the permit received. This requirement has not changed from the
temporary regulations. The permit application and required attachments can be found online here:
https://www.health.pa.uov/rnpics!prorams/Mcdical%2OMariiuana/Paues/Dispensaries.aspx.

To apply for a permit. a dispensary must have local zoning approval to obtain or constmct a facility,
including reviewing and approving building plans; to hire and train staff, including developing and
revising employment policies and procedures and employment files; to create plans and procedures for
the operation of the facility; and to obtain and maintain an electronic tracking system. The dispensary
must track the medical marijuana products from the time the dispensary purchases the medical
marijuana products from a grower/processor to the dispensing of the medical marijuana products to the
patient or caregiver. These requirements are the same as in the temporary regulations.

Under the final regulations, the Department will manage the permit application and review process and
evaluate dispensary permit applications. This process has not changed from the temporary regulations.
The Department must still monitor compliance with the standards to determine that a dispensary should
retain a permit, including reviewing complaint and inspection files. The Department has access to, and
will monitor. thc electronic tracking system to track medical marijuana products from the dispensaries’
purchase of medical marijuana products from the grower/processor through the dispensing to a patient or
caregiver in order to prevent diversion of medical marijuana products and to promote public safety.
None of these requirements in the final regulations has substantially changed from the those in the
temporary’ regulations.

The final regulations provide that a dispensary has an obligation to notify the Department: (I) of any
complaint made to the dispensary by a patient, caregiver, or practitioner who reports an adverse event
from using a medical marijuana product; (2) any delivery vehicle accidents, diversions, losses, or other
reportable events that occur during the transportation of medical marijuana products; (3) any unresolved
discrepancy in the transport manifest when receiving a delivery of medical marijuana and follow-up
report; (4) any complaint made to the dispensary by a patient, caregiver, or practitioner who reports an
adverse event from using medical marijuana products dispensed by the dispensary; and (5) that it is
applying for approval as a clinical registrant, through the submission of a request to do so.
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Further, the regulations provide that a dispensary must maintain: (1) a full and complete plan of
operation, to be provided to the Department at the time the Department deems the dispensary
operational; (2) a log of any temporarily authorized individuals that enter the facility maintained for four
years and made available upon request to the Department or to State or local law enforcement; (3) an
electronic tracking system proscribed by the Department; and (4) transport manifests.

Finally, under the final regulations, medical marijuana organizations are required to comply with local
zoning laws. If a new medical marijuana organization were to seek zoning approval from a local
government, or to move location, the medicaL marijuana organization could be required to submit
applications and present plans to obtain those approvals. This requirement is statutory, reflected iii the
final regulations as it was in the temporary regulations, and has not changed from the time of the
implementation of the Program.

I Growers/Processors
Under the final regulations, a potential grower/processor must apply for a permit and maintain standards
to retain the permit received. The final regulations do not change the requirements found in the
temporary regulations. This application and required attachments can be found online here:

To apply for a permit, the proposed regulations require the grower/processor to have local zoning
approval for a grower/processor facility. This is not a change from the temporary regulations, nor from
the requirements of the act. In addition, a grower/processor has to obtain or construct a facility,
including reviewing and approving building plans; to hire and train staff, including developing and
revising employment policies and procedures and employment files; to create plans and procedures for
the operation of the facility; and to obtain and maintain a seed-to-sale tracking system with a daily
beginning and ending inventory of seeds, immature medical marijuana plants, marijuana plants, medical
marijuana, medical marijuana products, and medical marijuana waste. The grower/processor is required
to track other information in the system, including tax records, testing and results, point of sale records,
including transport manifests, waste disposal records, and recall records. These requirements were
included in the temporary regulations and are currently being followed by permitted grower/processors.

Under the final regulations, the Department will manage the permit application and process and review
and evaluate grower/processor applications. This process has not changed from the temporary
regulations. The Department must monitor compliance with the standards to determine that a
grower/processor should retain a permit, including review of complaint and inspection files. The
Department has access to. and will monitor, the seed-to-sale electronic tracking system to track medical
marijuana from the beginning to the end of the growth, production, and sale process in order to prevent
diversion of medical marijuana and to promote public safety. None of these requirements in the final
regulations has substantially changed from the temporary regulations.

The final regulations provide that once a grower/processor is deemed operational, it must provide the
Department with a full and complete plan of operation for review. Growers/processors must also
maintain: (I) a log of any temporarily authorized individuals that enter its facility for four years, that
must be made available upon request to the Department or to State or local law enforcement; (2) an
inventory log; (3) a log of all actions taken to detect pests or pathogens. and the measures taken for
control; (4) a written process to maintain the sanitation and operation of equipment that comes into
contact with medical marijuana; (5) a log recording the maintenance, cleaning, and calibration of
equipment; (6) a transport manifest for each delivery’ vehicle; (7) an electronic tracking system
prescribed by the Department, and (8) a record of each application olpesticide, recorded and maintained
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for four years.Thesefinal regulationsmakeonly minor revisionsto the temporaryregulationsfor the
sakeof clarity and consistency.

Further,the final regulationsprovidethat a grower/processoralso hasa mandatoryduty to notify the
Departmentof: (I) any unresolveddiscrepancyin a transportmanifest;(2) its rationalefor taking no
further actionon a reportedadverseeventcausedby medicalmarijuanaor a medicalmarijuanaproduct;
(3) any voluntary recallsof medicalmarijuana,or medicalmarijuanaproducts;(4) the discoveryof a
condition that posesa risk to public healthand safetyrelating to the seeds,immaturemedicalmarijuana
plants.medicalmarijuanaplants,medical marijuanaor medicalmarijuanaproductsgrown or processed
at its facility; (5) any delivery vehicle accidents,diversions,losses,or otherreportableeventsthat occur
during the transportationof medicalmarijuanaproducts;and (6) that it hasapplied for approvalas a
clinical registrant.

The final regulationsalso requirethat all permitteessubmit permit renewalapplicationsannually,which
are attachedas Exhibits Al and A2, respectively.All pemlitteesare requiredto requestapproval for
promotionaleventsand advertisingandmarketingmaterials;the requiredfont is attachedas Exhibit B.
Affiliations with, and un-affiliations from. penuitteesmust be reportedusing the forms attachedas
Exhibits Cl and C2, respectively.Pennitteesmust requestapprovalto sell products,instruments,or
devicesusing the requiredfont attachedas Exhibit D. Grower/processorsmust requestapproval for all
packagingand labelingusing the requiredform attachedas Exhibit E. Dispensariesare requiredapply
for an additional location ifthe location was not identified in the initial permit applicationusing the
requiredform attachedas Exhibit F. Permitteesmust requestapprovalfor of alterationof a facility using
the requiredform attachedas Exhibit G. Pentitteesmust tile an applicationto relocatean operational
facility using the font attachedas Exhibit H and, onceapproved,mustsubmitplansfor closingand
relocatingusing the font attachedas Exhibit I.

Finally, underthe final regulations,medicalmarijuanaorganizationsare requiredto comply with local
zoning laws. If a new medical marijuanaorganizationwere to seekzoningapprovalfrom a local
government,or to move location, the medicalmarijuanaorganizationcould be requiredto submit
applicationsand presentplansto obtain thoseapprovals.This requirementis statutory,reflectedin final
regulationsas it was in the temporaryregulations,and has not changedfrom the time of implementation
of the Program.

Laboratories

The final regulationsrequirethat a laboratoryapply for approvaland maintainstandardsto retain the
approvalreceived.The applicationto becomean approvedlaboratorycan be found online here:
hftps:Hwww.hcalth.pa.uovFtopics’prourams’Medical%2oMarijuana:Paucs’Lahoratories.aspx.To apply
for approval,a laboratorymust havean accreditationfrom an accreditingbody whoseaccreditationis
acceptedby the Department.

The final regulationsrequirethat an existing laboratoryrenovateits facilities, hire staff, and provide
training to obtainapprovalto participatein the Program.To the extentthat a new laboratoryintendsto
start up within Pennsylvaniato provide this testing,the laboratorymay have to obtain local zoning
approval for a laboratory.A new laboratorywould haveto obtain or constructa facility, including
reviewingand approvingbuilding plans; to hire andtrain staff, including developingand revising
employmentpoliciesandproceduresand employmentfiles; to createplansand proceduresfor the
operationof the facility; and to purchaseequipment.
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