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On December 15, 2016, the Ohio Board of  Pharmacy posted its proposed
rules governing the operation of  medical marijuana dispensaries. The same
day, the State Medical Board posted its proposed rules regulating the
issuance of  certificates to physicians wishing to recommend medical
marijuana to their patients. Below are a few key points from each set of
proposed rules.
 

Dispensaries 

Licenses, Applications, Certificates1. . Initially, the state will allow up
to 40 dispensary licenses until September 8, 2018 when it will consider
offering additional licenses based on the state's population, number of
patients seeking to use medical marijuana, and the geographic
distribution of  dispensaries state-wide. The application fee for a
dispensary license will be $5,000 and a certificate to operate the
dispensary will be $80,000. Dispensary licensees must also renew the
certificate to operate every two years and pay $80,000 for each renewal.

Employee Training2. . Each dispensary will have an employee training
program and each employee must receive a minimum of  eight hours of
training per year on topics such as the state's drug database, the state's
inventory tracking system, dispensary confidentiality requirements, and
instruction on the different medical marijuana strains.

Clinical Director3. . Each dispensary will have to hire a clinical director
who is either a licensed pharmacist, or one of  the following licensed
professionals authorized to prescribe drugs: a clinical nurse specialist or
certified nurse practitioner, a physician, or physician assistant. The
clinical director will be responsible for implementing a variety of
employee trainings and overseeing the dispensary's operations.
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Physicians

Certificate to Recommend1. . Qualifying physicians will not "prescribe" medical marijuana to patients,
instead, they will have to receive a certificate that will allow them to "recommend" its use. To receive a
certificate to recommend, a physician will be required, amongst other things, to hold an active registration
with the Drug Enforcement Agency, complete at least two hours of  continuing medical education regarding
medical marijuana, and not have any type of  compensation arrangement with any medical marijuana licensed
entity.

Standard of Care2. . A physician recommending the use of  medical marijuana will be required to maintain
medical documentation with a patient that includes things like a description of  the patient's current medical
condition and documented review of  the patient's current medication to identify possible drug interactions
with opioids.

Physician's Duties3. . A physician recommending treatment with medical marijuana will have to ensure the
patient is registered with the Ohio Board of  Pharmacy's medical marijuana patient registry and, if  the patient
is registered and has received a recommendation in the immediately preceding 90 days, no medical marijuana
recommendation may be made.

Public comments to the proposed dispensary rules should be directed to medicalmarijuana@med.ohio.gov, and
comments to the proposed physician rules should be directed to mmcprules@pharmacy.ohio.gov. Comments
will be accepted until 5:00 p.m. EST on January 13, 2017.
 

For more information on Ohio's medical marijuana law, contact Brian Higgins or any member of  Frost Brown
Todd's Heath Care industry team.

Highlights of Medical Marijuana Proposed Rules for Ohio Dispensaries
and Physicians
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Ohio's medical marijuana regulations are budding. Ohio recently released
proposed rules for cultivators, those interested in "growing, harvesting,
packaging, and transporting medical marijuana." There will be two types of
cultivator licenses available. Level I licenses will authorize grow operations
in a 25,000-square foot space and applicants will be charged a $20,000 fee.
Level II licenses will authorize grow operations in a 3,000-square foot space
and applicants will be charged $2,000.
 

The Application

The application must be prepared with an attention to detail because each
will be scored to determine which applications are ultimately chosen to be
granted a provisional license. Applicants for either Level of  application must
submit the following:
  

Business Plan. The applicant's type of  business organization, and1.
evidence that the proposed cultivator may operate on a particular piece of
property.

Operations Plan. Agricultural cultivation techniques, and facility staffing2.
and employment matters to ensure compliance with all of  Ohio's medical
marijuana laws.

Quality Assurance Plan. The intended use of  pesticides and agricultural3.
products, best practices for packaging and labeling, and disposal
standards for medical marijuana wastes.

Security Plan. The installation of  a security system, and the4.
implementation of  record keeping policies.

A Financial Plan. The cost breakdown of  the applicant's anticipated costs5.
and the source of  funding for such costs, along with documentation
showing the applicant has at least $500,000 in liquid assets for Level I
cultivators or $50,000 in liquid assets for Level II cultivators. 

A Provisional License

If  chosen, an applicant will be issued a provisional license and given nine
months to show that its facility is operational. A licensee may demonstrate
this by showing that the facility complies with all of  the details in its
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submitted application. Furthermore, the licensee must also show that it is "financially responsible," or has
general and products liability insurance coverage with limits determined by the state, and a surety bond or an
escrow account in the amount of  $1,500,000 for Level I cultivators and $150,000 for Level II cultivators.
 

A Certificate of Operation

A provisional licensee that successfully demonstrates the above will then be granted a certificate of  operation,
enabling it to cultivate medical marijuana.
 

The public will have until the close of  business on January 27, 2017, to comment on these proposed rules by
emailing mmcprules@com.state.oh.us. For more information on Ohio's medical marijuana law, contact Brian
Higgins or any member of  Frost Brown Todd's Heath Care Industry Team.
 

*This does not constitute legal advice. Please note that marijuana is still illegal at the federal level and those participating in
Ohio's medical marijuana industry may be subject to federal prosecution.

High Street Releases Proposed Rules for Ohio’s Medical Marijuana
Cultivators
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Cultivators will farm it. Dispensaries will sell it. But, how will Ohio's medical
marijuana get from soil to store? Processors.
 

Licensed processors will deliver cultivators' marijuana to dispensaries in one
of the plant's legally ingestible forms: oils, tinctures, plant material, edibles
and patches. Ohio's proposed rules governing processors are open for public
comment through February 10, 2017.
 

The Application        

Ohio proposes issuing up to 40 provisional processor licenses beginning
September 8, 2018. Processors must apply for a provisional license with a
non-refundable $10,000 fee. Like the proposed cultivator rules, each of  the
following application components will be scored to determine who is
granted a provisional license. Each component calls for an array of
complicated plans, policies and procedures that will ultimately determine
which are selected for licensure.
  

Business Plan1. . The applicant's type of  business organization and
governing documents, and the proposed physical address of  the
processor with a map establishing it is not within 500 feet of  certain
prohibited facilities.

Operations Plan2. . Processing and extraction techniques, facility plans
and employment matters to ensure compliance with all of  Ohio's medical
marijuana laws.

Quality Assurance Plan3. . The intended use and sourcing of  extraction
equipment, best practices for packaging and labeling, and inventory
control plan.

Security Plan4. . The establishment of  policies and procedures to prevent
theft, loss, or diversion from a processor and protect facility personnel.

Financial Plan5. . Record keeping policies and procedures, a security plan
and transportation policies, and a plot plan drawn to reasonable scale
designating the processor facility's different areas of  operation. 
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A Provisional License

If  chosen, an applicant will be issued a provisional license and given six months to show that its facility is
operational. A licensee may demonstrate this by showing that the facility complies with all of  the details in its
submitted application. Moreover, the licensee must also show that it is "financially responsible" by maintaining
insurance coverage with limits required by the state, and either establishing an escrow account, or providing a
surety bond in the amount of  $750,000, payable to the state. A processor may have to forfeit this amount to the
state if  it fails to adhere to its security plan or fails to ensure a consistent and uninterrupted supply of  medical
marijuana.
 

Certificate of Operation

A provisional licensee that successfully demonstrates the above will then be granted a certificate of  operation,
enabling it to process medical marijuana.
 

The public may comment on these rules by emailing mmcprules@com.state.oh.us. For more information on
Ohio's medical marijuana law, contact Brian Higgins or any member of  Frost Brown Todd's Heath Care
Industry Team.
 

*This does not constitute legal advice. Please note that marijuana is still illegal at the federal level and those participating in
Ohio's medical marijuana industry may be subject to federal prosecution.

Ohio Releases Proposed Rules for Medical Marijuana Processors
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President Trump said he was "100 percent" in favor of  medical marijuana
during his campaign. Last week, Attorney General Jeff  Sessions, one of
marijuana's most vocal opponents, went as far as to call the 2013 Cole
Memo - the Department of  Justice guidance deprioritizing the enforcement
of federal laws against states that legalized marijuana - "valid." The
tea-leaves-reading seems positive for those interested in getting involved in
Ohio's medical marijuana industry as the State continues to cultivate a tightly
regulated program.
 

Most recently, Ohio released a new draft of  the proposed rules governing
dispensaries. The Ohio Board of  Pharmacy (the "Board") received over 300
comments to its initial draft of  the proposed rules resulting in changes from
everything to advertising to home delivery.
 

Perhaps the most significant change was the increase in provisional
dispensary licenses awarded from 40 to 60, signaling the Board's recognition
of the greater need for patient access and demand. Furthermore, the Board
may have put applicants at some ease by clarifying that it will return the
$5,000 application fee if  the Board grants permission to withdraw an
application due to a change in federal, state, or local rules or regulations.
The comments received also caused the Board to decrease the biennial fee to
operate a dispensary from $80,000 to $70,000.
 

There was a personnel change as well. The initial draft rules called for
dispensaries to hire a part-time clinical director who was either a physician,
pharmacist, or mid-level practitioner with prescribing authority to oversee
operations. This requirement proved too onerous and was removed entirely.
In response to a Board survey, only a small number of  eligible clinicians said
they were both willing and had an employer who would allow them to serve
as a dispensary's clinical director.
 

50% more commenters responded against allowing home delivery of  medical
marijuana so the Board's initial home delivery prohibition remains
unchanged. The hours a dispensary can operate were increased from 7:00
a.m.-7:00 p.m. to 7:00 a.m.-9:00 p.m. Another important change was that



www.frostbrowntodd.com

2

dispensaries are now allowed to offer coupons as long as they are intended only to benefit indigent or veteran
patients. Lastly, the Board added prohibitions on advertisements based on public comments - dispensaries are
prohibited from advertising with slang terms, marijuana leaves, and clothing.
 

These changes are reflected in round two of  the proposed dispensary rules and more changes are expected
since public comments to this draft will be accepted until March 24, 2017. Interested parties should direct their
comments to mmcprules@pharmacy.ohio.gov and csipubliccomments@governor.ohio.gov. Dispensary license
applicants will need to continuously monitor these rules to ensure their applications are timely and prepared in
a detailed fashion to be awarded a spot on the coveted ground floor of  Ohio's medical marijuana industry.
 

For more information on Ohio's medical marijuana law, contact Brian Higgins or any member of  Frost Brown
Todd's Health Care industry team.

Ohio Cultivates Marijuana Dispensary Rules as White House Sends
Smoke Signals of Approval
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