














Dear members of the policy committee,

My name is Dr. Debra Kimless, and | am the medical director for
ForwardGro. It has come to my attention that a complete certificate of
analysis is required anytime there is a transfer of material from a cultivator
to a processor.

| would like you to reconsider this policy for the following reasons:

1. If plant material is cultivated for the sole purpose of extracting into oil
and then creating a final product, the COA at the point prior to when
the cultivator sells the plant material to the processor is excessive
and will only increase the cost of the end- product to the patient. The
water activity, moisture content, microbials, organoleptics, and even
the cannabinoid and terpene profiles (which the processors will be
able to assess with their own equipment) will only delay patient
access to medicine and unnecessarily increase the cost of the
products.

2. Going through the process of “failing” a test and then returning it for
‘rework or reprocessing” doesn’t make sense if the raw material is
specifically intended for processing only.

3. The METRC statistics will not accurately represent information that
could be useful. Example- a cultivator fails for moisture content when
the processor specifically requests fresh material for rosin pressing
will not reflect and will inaccurately reflect how well that cultivator
dries/cures the flower.

4. The only essential COA is the final product that will be sold to the
patient.

5. The level of testing between licensees should be a business decision
based on specific information needs and not mandated by regulation.

| would love the opportunity to discuss this matter further.
Thank you for your consideration.

Debra Kimless, M.D.
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1 message

Lori Dodson -MMCC- <lori.dodson1@maryland.gov> Tue, Oct 3, 2017 at 2:50 PM

To: Mary Jo Mather -DHMH- <maryjo.mather@maryland.gov>

Public comment sent to me

------- Forwarded message ------—--

From: Debra Kimless <drdeb@forwardgro.com>
Date: Thursday, September 14, 2017

Subject: letter to the policy committee

To: lori.dodson1@maryland.gov

Hi Lori,
Thank you for your clarifications and understanding as we figure out the details.
Attached please find the letter to the policy committee regarding research material.

I will send you a letter to the policy committee regarding COA for material for the sole purpose of processing in a separate

email.
| enjoy our conversations!
Deb

Lori Dodson, M.S. MT(ASCP)

Director of Compliance for Independent Testing Laboratories
Maryland Medical Cannabis Commission

Maryland Department of Health

849 International Drive, 4th Floor

Linthicum Heights, MD 21090

E-mail: lori.dodson1@maryland.gov
Office Phone: 410-487-8065

Office Fax: 443-681-1033

Office Cell: 443-813-1195
mmcc.maryland.gov

MMCC is committed to customer service. Click here to take the Customer Satisfaction Survey.

Letter for Policy Committee re-1 research.docx
16K

https://mail.google.com/mail/u/0/?ui=2&ik=1cc69ada39&jsver=mTBq8BBM4z8.en.&view=pté&search=inbox&th=15ee3937787ce61d&siml=15ee393778...

n



Dear members of the policy committee,

My name is Dr. Debra Kimless, and | am the medical director for
ForwardGro. It has come to my attention that the results of research
material submitted for testing by a grower to an independent testing lab
must be reported in the METRC system.

| would like you to reconsider this policy based on the following reasons:

1.

The FDA encourages freedom to research and investigate products
without having to formally report until that product is ready to be
released to the public. The MMCC policy is more stringent than what the
FDA requires from the traditional pharmaceutical industry.

The reported information is meaningless to anyone other than the
grower. The samples are not chosen in a statistically significant manner
as is required for release testing. The business chooses the sample for
specific research and informational purposes only, and therefore the
results only have context and meaning for the business. Therefore, the
results should remain with the business and not shared within METRC.
This policy provides an unfair advantage to growers who also have a
processing license. They have the freedom to use their lab equipment
for research and development without having to share that information
within METRC.

. We are one of few growers who applied for a processing license and did

not receive it. Our business plan specifically included a processing
business with a laboratory for research and development. If we were
awarded a processing license we would have the ability and freedom to
test our material without having to report the results to anyone outside of
our business. Since we don'’t have the processing license, it makes
sense that we should have that same level of privacy to conduct
research using an independent testing lab.

Please remove this policy and allow us the freedom to experiment and
research our material so we may gather the best possible information to
create the safest and most consistent medicine for our patients in
Maryland.

Thank you,

Debra Kimless, M.D.



9/27/2017 Maryland.gov Mail - Oct 5th Policy Committee Meeting :H. ’ I

Mary Jo Mather -MDH- <maryjo.mather@maryland.gov>

Oct 5th Policy Committee Meeting

2 messages

Anand Dugar <adugar12@yahoo.com> Wed, Sep 27, 2017 at 12:46 AM
To: "maryjo.mather@maryland.gov" <maryjo.mather@maryland.gov>
Cc: Shivangi Amin <aminshivangi@gmail.com>

Hi Mary Jo! | hope you are doing well. | was glad to see your name on the MMCC website re: Oct 5th policy meeting.

As you know, | am an owner of Green Health Docs, with my partner, Dr. Shivangi Amin. We would both like to speak on
Oct 5th about allowing out-of-state patients into the MMCC program. | understand that we are required to present a
written version of our comments and am providing this below:

As physicians and also residents of Maryland and Washington DC, Dr. Amin and | are very passionate about the medical
cannabis program in Maryland and have quit regularly practicing medicine to focus full time on expanding our centers to
provide access to thousands of patients all over Maryland and neighboring states. Many physicians are scared to sign on
with the MMCC and many patients are scared to have this discussion with their current providers. Because of these
issues, we feel that clinics like ours, dedicated to this cause, are extremely important and are the main catalysts for a
successful and healthy medical cannabis program.

We have been seeing patients at our Frederick location since Feb 20, 2017 and have certified over 1000 patients to date.
We have already certified many out of state patients prior to recent events and we think it would be extremely unfair to
these patients to now say that they are no longer allowed to be certified in Maryland. At this time, we have 5 locations
open - Baltimore, Frederick, Hagerstown, Cumberland, and Rockville. As physicians who have seen firsthand how
devastating the opioid epidemic has been, Dr. Amin and | both feel very strongly that out of state patients should not be
denied this amazing opportunity to get off opiates, prevent themselves from getting addicted to opiates, and finally get
access to a medication that will actually help them instead of taking medications with a long list of side effects and
minimal benefits.

We do hope that the commission will take the thoughts of two dedicated physicians into consideration and allow out of
state patients to be seen in Maryland so Maryland can lead the charge in this area of the country!

Thank you for your time, Mary Jo and | hope to actually meet you in person on Oct 5th. -
Best,
Anand Dugar
215-287-3607
Mary Jo Mather -MDH- <maryjo.mather@maryland.gov> Wed, Sep 27, 2017 at 9:26 AM

To: Anand Dugar <adugar12@yahoo.com>
Cc: Shivangi Amin <aminshivangi@gmail.com>

Thank you Dr. Dugar. | will make sure to include your comments for Commissioner review in advance of the meeting.
[Quoted text hidden]

Mary-jo Mather

Director of Administration

Maryland Medical Cannabis Commission

Department of Health

849 International Drive, Suite 450

Linthicum, Maryland 21090

mmcc.maryland.gov

Email: maryjo.mather@maryland.gov

Direct Line: 410-487-8052

PLEASE NOTE MY NEW ADDRESS AND TELEPHONE NUMBER, EFFECTIVE 9/22/2017.

MMCC is committed to customer service. Click here to take the Customer Satisfaction Survey.

https://mail.google.com/mail/u/0/?ui=2&ik=1cc69ada39&jsver=EalL6uzdI9M.en.&view=pt&search=inbox&th=15ec384e3c56e26f&siml=15ec1ab3992¢6... 1/2
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Next week policy meeting

Jake Van Wingerden <jakevw@sunmedgrowers.com> Tue, Sep 26, 2017 at 4:23 PM
To: Mary Jo Mather -MDH- <maryjo.mather@maryland.gov>

MWW

Jake Van Wingerden
SunMed Growers

jakevw@sunmedgrowers.com

From: Mary Jo Mather -MDH- [mailto:maryjo.mather@maryland.gov]
Sent: Tuesday, September 26, 2017 4:21 PM

[Quoted text hidden]

[Quoted text hidden]
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SUNMED GROWERS

Medicine from the Sun

9/26/17

Dear Policy Committee,

| applicate the ability to submit written comments on the proposed revised regulations and | look forward
to giving oral comments at the September 27, 2017 meeting as well.

The opportunity to comment is always appreciated but | would like to ask for more input into all meetings
and discussions relating to revising regulations and technical guidance in the future. The 22 companies that
make up the growers and processors that were selected in August of 2016 represent a broad cross section
of companies and people with expertise in many different fields in the cannabis industry. Many of the
companies have now passed the Stage 2 licensing process and have proven that they are of good moral
character and have the ability to execute complex business plans.

I would formally ask that you include members of this very small industry to all current and future policy
meetings and discussion and allow us the ability to contribute in a meaningful and constructive way in the
shaping and building of this new industry. This public/private partnership is unique as we are both fully
reliant on each other to make this program a success for the people of Maryland.

I would also like to comment on the issue of the proposed batch size of 10 Ibs. for testing purposes. |
believe it is too small and limits different growing and processing practices. When cannabis is harvested, it
is typically cut down at the root ball and the plant is dried in one form or another. Over its 2-3 week long
drying process, the plant material looses about 70-80% of it water weight. So a wet plant of 50 Ibs ends up
as 10Ibs of dry material. The testing of that 10lbs would then begin.

We have a potential processor customer that has asked if we can sell him the whole plant that has been
freeze dried on the day that it has been harvested. This processor would then take that whole plant and
“grind” it up and process the whole thing. This company has been successfully doing this process in other
regulated states with great success and wants to bring their forward thinking technology and best practices
to Maryland. The current testing guidance of 10 Ibs of dried product does not envision this type of system
and would appear to be unworkable if we am required to test every 10lbs of wet or dry product.

I would ask that further research and dialog take place with the growers and processors before this batch
size of 10lbs is put into place.

Sincerely,

Jake Van Wingerden
President

— www.sunmedgrowers.com « Phone#410-275-9370 * Fax#410-275-9371
65 Knightlsland Road, Earleville, MD 21919



To whom it may concern,

My name is Robert Davis | have been licensed practicing pharmacist in both the state of Maryland and
Delaware for 23 years. | am owner of OC botanicals LLC which has been granted phase 1 license to
pursue dispensary operations in Senatorial district number 38,

I like to express my views and experience as it pertains to potential delivery service and most
importantly satisfying patient needs. In my experience as a registered licensed pharmacist providing
delivery from my pharmacies, delivery service is of vital need to the patients that are unable to drive and
pickup their medications or do not have access ta caregivers and or are too sick to leave their home.

In Worchester and Wicomico counties in Maryland | have been serving Coastal Hospice and palliative
care. Over the past 4 years have been fulfilling medication orders for hospice patients and have been an
on call pharmacist in the evenings and on the weekends far Coastal Hospice patients. | want to strongly
express the need for delivery service within this industry, in many cases patients that are most in need
of this medicine are the ones that will not have the ability to gain access to the medicine by coming to
the licensed dispensaries. Dellvery services are performed In every state In the United States within the
industry of pharmacy as a vital service to patients in the highest need. It is operated effectively and
protects patient safety and welfare. That same model can be utilized and instituted within the Maryland
medical cannabis program.

Sincerely,

Robert H. Davis 1| RPh.
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Delivery Letter.

Robert Davis <rhdavis@comcast.net> Tue, Sep 26, 2017 at 12:09 PM
To: maryjo.mather@maryland.gov

Good morning Mary Jo,

I realize this is being sent to you past the deadline but | still wanted to submit my opinion. | was indisposed and unable to
provide in the timeframe necessary. Thank you and have a great afternoon.

Robert Davis
410-430-5790

CONFIDENTIALITY NOTICE: This message, including any attachments, is solely for the use of the individual or entity
intended to receive it. It may contain confidential and proprietary information and any unauthorized review, use,
disclosure or distribution is prohibited. If you are not the intended recipient(s) or if you have received this message in
error, please permanently delete it and contact the sender by reply e-mail.

M OCB Delivery Signed.pdf
179K
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Maryland Department of Health is committed to customer service. Click here to take
the Customer Satisfaction Survey.
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frank willson <ffw492@gmail.com> Mon, Sep 25, 2017 at 3:43 PM
To: maryjo.mather@maryland.gov

My name is Frank Willson IV and | was raised on pills from six years old the school systems couldn't handle a hyperactive
kid my parents were both alcoholic drug attic's after being restrained at schools AFTER A LONG DAY | WOULD THEN
COME HOME AND BE BEATEN UNTIL | SAW ORANGE | DEALT WITH THERAPIST HOSPITALS and was just a young
kid who was traumatized and forced to take pills | have been clean off pills since 2014 after completing a 25 day rehab
program | went to AA and NA meetings got a sponsor stayed clean for five months then got drunk never got laid gave
everyone a ride so you can see why I'm annoyed since then | followed my own path have stayed clean smoked weed
found my wife and | OWE it all to pot and my awesome wife this 2017 | have gotten my masters also known as

a Postsecondary nondegree award I'VE JUST BEEN THROUGH A LOT OF STUFF OK AND I'VE MADE SOME
ACCOMPLISHMENTS NEVER GRADUATED HIGH SCHOOL BUT I WAS RAISED AROUND WEED AND PILLS AND ALL THIS
CRAP I NEED MARYLAND TO MAKE MARIJUANA JOBS and I want to be a master grower and be in the extracting field
stop making people like me feel alienated from the outside world the power is in the people in politics we address thank
you make it decriminalized for people 21 and up .

https://mail.google.com/mail/u/1/?ui=2&ik=1cc69ada39&jsver=02TpNEW1LdQ.en.&view=pt&search=inbox&th=15eba9078bba3a26&siml=15eba9078b... 1/1
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Comments on proposed revised regulations
1 message

Maggie <maggie@cannacaredocs.com> Mon, Sep 25, 2017 at 4:35 PM
Reply-To: maggie@cannacaredocs.com
To: maryjo.mather@maryland.gov

Good afternoon Mary Jo,

Please see the attached comments | would like to submit for the Policy meeting being held on Sept. 27th.
| will arrive prior to the scheduled time with copies of my comments ready to distribute.

Have a great day!

Take Care,

Maggie Fauver

Mid-Atlantic Operations Manager
Canna Care Docs

A Division of MedEval, Corp.
443-240-9991 (cell)
410-412-3470 (office)
Maggie@CannaCareDocs.com

+ CANNA CARE DOCS
BPECIALISTS IN CANNABIS MEDICINE

WWW.CANNACAREDOCS COM

Confidentiality Notice: This e-mail transmission may contain confidential or legally privileged information that is intended only for the individual or
entity named in the email address. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution, or reliance
upon the contents of this email is strictly prohibited. If you have received this email transmission in error, please reply to the sender, so that proper
delivery can be arranged, and then please delete the message from your inbox. Thank you.

Out of state regulations.docx
36K
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Canna Care Docs

A Division of MedEval, Corp.
Compassionate Compliant Confidential
CannaCareDocs.com
410-412-3470
MD@CannaCareDocs.com

Good afternoon ladies and gentlemen of the commission,

My name is Maggie Fauver, and | represent Canna Care Docs. | am also here today as a voice for patients.
Thank you for the opportunity to comment on the proposed revised regulations. As published, the
regulations call for out of state residents seeking medical care in Maryland to be granted certification into the
program. The original writers of this law were wise to include this feature of the law. | would like to highlight
several reasons why this should be implemented as intended.

Patients traveling to receive life sustaining care at our world renowned medical facilities in Maryland deserve
world renowned access to care. Cannabis therapy has been found to make profound differences in outcomes
and in quality of life issues. These patients deserve all proper options, and the best available care.

Continuity of medical care is also of upmost importance. Patients are constantly advised to adhere to the
medical plan they have worked to establish with their provider; as lapses in treatment can lead to setbacks in
patient outcomes. This becomes problematic for medical cannabis patients that have reduced or even
eliminated their use of prescription medications, using cannabis instead to treat their medical condition.
Medical cannabis programs exist in well over half of the United States, and are flourishing in neighboring
states and the District of Columbia. Maryland is a very inviting state, that many of these patients will travel to
for business or pleasure. Patients using potentially deadly substances like oxycontin, are free to legally travel
throughout the country with medicine they purchased in their home state. However, this is not the case with
cannabis; as it is illegal to transport cannabis over state lines.

If this regulation were revised; patients would be faced with the dilemma to either abstain from using their
medication risking setbacks and flare-ups, or illegally transport medication from their home state into
Maryland. A far more compassionate and medically sound approach would be allowing these patients to
receive medical care while in Maryland.

Federal regulators have issued guidance instructing states to ensure that legal cannabis does not cross state
borders. Current regulations ensure that patients from out of state need not transport cannabis into
Maryland. As | am extremely focused on compliance issues, | would like to humbly suggest a minor addition
to the regulations. It could be ensured that cannabis does not exit Maryland state borders with an additional
requirement that out of state patients sign an attestation, acknowledging this is strictly prohibited.

Thank you for your time, it is sincerely appreciated.
Sincerely,
Maggie Fauwver

Mid-Atlantic Operation Manager

Canna Care Docs
443-240-9991
Maggie@CannaCareDos.com
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Robin Belsaas <rbelsaas@magothygroup.com> Sat, Sep 23, 2017 at 9:45 PM
To: "maryjo.mather@maryland.gov" <maryjo.mather@maryland.gov>

Cc: Don Treacy <dtreacy@magothygroup.com>, Marcus Schestopol <mschestopol@magothygroup.com>, Ted Dumbauld
<ted.dumbauld@curiowellness.com>, Brad Friedlander <brad.friedlander@curiowellness.com>

Hi,

My name is Robin Belsaas and | am with Magothygroup, a consulting group for Curio Wellness. | just have a few questions and
comments for the Policy meeting on Sept 27th:

1) Proposed amendment 10.62.150.06 Grower Determination That a Batch May be Released

D. A batch meets specification if the certificate of analysis reveals that no criterion exceeds or is below specification by 15
percent

Examples: TYMC Specification is >10,000 CFU/g then if result is 11499 CFU/g, this would pass?

Or Arsenic Specification is <0.4ppm then if the result is 14% above specification the value would be 0.456 ppm. This is
rounded to 0.5%. Does this pass?

Does this <+/-15% of specification apply to stability testing as well?

E. If any part of a batch that is offered for sale is found to exceed or is below specification by more than 15 percent. The
grower shall order a recall of the entire batch.

This implies that the batch was released into distribution prior to QC release? If that possible?

2) Proposed amendment 10.62.150.07 Stability Testing and Retention Sampling

B. The independent testing laboratory shall hold samples for stability testing and conduct analysis of the stability testing
samples at the following intervals after harvest- 8months, one year and two years.

Do the ITLs have the capacity to store stability samples? Can the cultivator or processor store the stability samples if they
have the proper environmental storage conditions?

The technical guidance draft May 30 states ...

The design of the laboratory's stability studies must include the following factors as standard requirements (ICH
2003):

* Samples from at least 3 batches of medical cannabis stored in a secure, climate controlled environment
= Samples must be stored undisturbed at the designated storage temperature for the appropriate time interval
« Stability samples must reflect a representative sample of the entire batch

a) “.atleast three batches of medical cannabis....”. So that means only 3 batches the cultivator grows per year
should be on stability? Of each strain for the grower? Or just three batches of various strains?

b) Same question as bullet a), with at least three batches of process concentrates (i.e. oil) and infused products
(i.e. Tincture, salve, lozenges)?

c) What if the oil (intermediate product) was tested for release and used in the infused products such as salve,
tincture etc.. do the final infused products have to be tested again for release?

https://mail.google.com/mail/u/1/7ui=2&ik=1cc69ada39&jsver=02TpNE6W1LdQ.en.&view=pt&msg=15eb18f484224592&search=inbox&simi=15eb18f48... 1/2
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d) Bullet 3 of the excerpt above, “Stability samples must reflect a representative of the entire batch...” so if a
batch is 100Ibs, that will be 10 samples for testing at release. Not all of those 10 samples must be placed on
stability but just one(1)? Not sure which one of the 10 samples is “representative” but the idea is that any one of
them should be?

C. A licensed grower shall retain a sufficient sample from each released batch to:
1) Provide for follow-up testing if necessary; and
2) Store the sample properly for one year past the date of expiration of the batch...

Does that mean that there are three set or types of samples per batch (if that batch is one of the three batches
must be on stability)

1) Testing for release

2) Stability testing (6, 12 and 24 months)

3) Retain samples for one year after the expiration date (this set could be part of the extended stability)
3) Proposed Amendment 10.62.23 Medical Cannabis Concentrates and Medical Cannabis-Infused Products

01.A.4 Carry out a validation process on the first 10 lots of any new medical cannabis concentrate, medical cannabis-
infused product, or process, to establish the validity of the production process.

What other testing besides release testing is expected for the first 10 validation lots?

Can grower/processors distribute/commercialize the first validation lot once the data is deemed acceptable or do ALL
ten validation lots must be released before any lot can be distributed/commercialized?

Once 10 validation lots passed the acceptance criteria, does every lot must be tested for release testing thereafter? If
that is the case, then what's the difference between the validation lots and just routine lot testing?

For infused products, would the commission open to requiring to test only the oil used in the infused products and
reduce the number of batches of the infused products to be tested so that not every batch of the infused products must
be tested?

Thank you for your time.

Robin Belsaas (301-693-1940)

Consultant for Curio Wellness

hitps://mail.google.com/mail/u/1/?ui=2&ik=1cc69ada39&jsver=02TpNEW1LdQ.en.&view=pt&msg=15eb18f4842245928&search=inbox&siml=15eb18f48... 2/2
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Policy Committee Meeting - 27 September 2017

1 message

Bryan Hill <bryan.hill@charmcitymedicus.com> Mon, Sep 25, 2017 at 3:58 PM
To: "maryjo.mather@maryland.gov" <maryjo.mather@maryland.gov>

Mary Jo —

Please see attached comments for the policy committee meeting on Wednesday. It is my intent to get there
before 130pm and sign in to read these comments in person.

If you could confirm receipt of this email | would greatly appreciate it.
Thanks and please let me know if you have any questions.

Bryan

Bryan Hill

President / CEO

Charm City Medicus, LLC

804-852-5481 (Mobile)

bryan.hill@charmcitymedicus.com

@ 09272017 Policy Meeting Discussion Points.docx
144K
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Good Afternoon and thank you for the opportunity to speak.

My name is Bryan Hill — 1 am the owner of Charm City Medicus, a dispensary in District 6, and the
Director, Government Relations for the Maryland Medical Dispensary Association (MDMDA). We
recently had a meeting with several inspectors and MMCC staff members to address questions
from our Maryland Dispensary members and discuss best practices going forward. We look
forward to continuing to build on this partnership as we all diligently work to get this industry
established in Maryland and make it one of the most successful in our country.

In a continued effort to streamline inputs from our dispensary members, we have three (3) items
we would like to see addressed from a policy standpoint.

One is the out of state patient issue — as you know there are several dispensary businesses who
developed their business plans and models based on the ability to support out of state patients.
We would like to get a better understanding of MMCC's intent for addressing this issue now that
dispensaries are going through their build outs and developing relationships with potential
patients.

The second issue revolves around delivery of medical cannabis products to registered patients.
We have been made aware patients requesting delivery will need to be approved to receive this
service. Some dispensaries have developed business models to support delivery services and
understood that delivery to any patient would be allowed. Can MMCC provide further guidance
on the delivery service to patients from dispensaries?

The third issue involves ownership thresholds. We have become aware of two specific scenarios
on how some dispensaries are getting their capital which may circumvent the 5% ownership
threshold. One is they are raising money through “management agreements” structured in a
way where the breakout of ownership says one thing on paper but in reality, the majority of
profits will be paid out to the beneficiaries listed in these management agreements.

The second scenario is where a business takes out a loan that then becomes debt free and
converted to equity after certain milestones and timeframes are hit. We feel both scenarios
could create situations where dispensaries will have more than 5% ownership interest by
individuals who haven't been properly screened from the beginning. Additionally, if a large
company (particularly one from out of state) has done these things then they could have interest
in multiple dispensaries and could create price fluctuations that could either hurt the patients,
other small business dispensary owners who have followed COMAR, or both...

Thank you for your time today...
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ForwardGro

To:

Natalie M. LaPrade Maryland Medical Cannabis Commission (MMCC or the Commission)
Policy Sub-Committee

From: Gail Rand, CFO and Patient Advocate for ForwardGro
Date: September 27, 2017
Subject: Suggestions for changes to the medical cannabis regulations

| would like to thank the Commission for taking the time to listen to our input. | am pleased that you hear us
and have implemented a number of requests from advocates and the industry in the past.

Below are some specific comments, but | wanted to start with general comments:

Allow for delegated caregivers to administer this medication

Explanation and Rationale: | am pleased that the draft regulations allow for delegated caregivers for
children under 18 and encourage you to make this process less burdensome for the caregivers. Caring
for a child with special needs and/or medical issues is costly and time consuming. Setting up a system
for delegated caregivers facilitates the legal guardians’ ability to work while still giving their child the
medicine the child needs. | encourage this process to not be restrictive. We especially do not want to
limit this kind of caregiver to administration in specific locations as kids with medical or special needs
should have the same opportunity as others. They should be allowed to access their medicine as
needed, with no additional limitations than are provided to other medications on the Controlled
Substance Act. Consider limiting the pick-up of the medicine at a licensed dispensary only to the main
caregiver(s).

Ability of non-residents to access the program

Explanation and Rationale: | ask that the Policy Sub-Committee of MMCC draft sensible regulations
that will encourage the staff of the Commission to process the applications of non-residents. |
understand the concerns of the Commission that non-resident patients could bring medical cannabis
across state lines. | especially appreciate the importance of compliance with the Cole Memo,
specifically the provision that states “Preventing the diversion of marijuana from states where it is legal
under state law in some form to other states”.

Specifically, | do believe the definition of Qualifying Patient should remain as it is currently “for the
purpose of receiving medical care from a medical facility”.

Given the importance of the issue of non-resident patients having access to the Maryland program, the
General Assembly in 2015, made a conscious, affirmative decision to any patient who met the
requirements of the statute, to be able to become patients. This was done with careful consideration to
the military personnel that live in this state as well as the families and patients who come to Maryland
from all over the world for our first-class medical care.

When this issue was brought up at the May meeting, there was some discussion of an attestation from
the medical provider, who cannot control what happens after a patient leaves his/her office. Asking the
medical providers to attest to this could become a major deterrent from having medical providers
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participating in the program at all; therefore, | believe this could do some serious harm to this program
that has already had many challenges and delays. This Policy Committee could build in reasonable
protective measures such as an attestation by the patient/caregiver.

Allow for delivery from dispensaries without undue burden to patients

Explanation and Rationale: | have heard that there is some discussion around delivery. | personally
know of several families that have children in wheelchairs that make it difficult to travel anywhere. It is
crucially important that these families have an easy way to get this medicine delivered without any
undue burden.

Include cannabis infused products, such as edibles as part of the program.
Explanation and Rationale: Some patients may benefit from different routes of administration.
Although this can be handled through regulations, | believe the General Assembly should expedite this
process for the patients. Specifically, | need to ensure that the food safety regulators will cooperate with
the Commission, so that edibles can be produced.

Include autism as a condition.
Explanation and Rationale: Gail Rand, our CFO/Patient Advocate is pleased that a Commissioner
brought this up as new business. She is familiar with children who have autism who have benefited
from medical cannabis. She is also familiar with the challenges of raising a child with autism and this is
something that the Commission should consider seriously.

Include opioid addiction as a qualifying condition.
Explanation and Rationale: | appreciate that pain is a condition, however the reality is that many
patients continue to abuse opioids far after the pain is mitigated.
Specific Comments

Items | believe have been omitted or need to be clarified from existing regulations

10.62.06 Patient and Caregiver Identification Cards
.01 Patient Identification Cards

1. Increase valid timeframe for Patient ID cards to 5 years.
Explanation and Rationale: Certifications are proposed to be valid for 365 days, and ID card renewal
every year is cumbersome. The minimum renewal for Driver’s licenses is 5 years, so that period makes
sense. There is a cost and effort to obtain these costs and that should be minimized.
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10.62.11 Medical Cannabis Growing Controls
B. Terms Defined

2. Redefine Green Waste to exclude roots.
Explanation and Rationale: Green Waste should be defined to mean unused, surplus, returned, or
out of date medical cannabis, recalled medical cannabis, and any plant debris, including dead plants,
all unused plant parts—By including the roots, it would indicate that they, too need to be weighed and
documented in METRC which is cumbersome for cultivators and is unnecessary to prevent diversion.

10.62.15. Medical Cannabis Grower Quality Control
.06 Grower Determination that a batch may be released

3. D and E should be stricken; it is contradictory to what is in the COA .05
Explanation and Rationale:
The cannabinoid and terpene content should be defined by the grower not the laboratory. Refer to
technical guidance, as the ranges can differ and science evolves. Pass/Fail only from the independent
laboratory no 15% variance.

10.62.31 Licensed Dispensary Clinical Director
.01 Clinical Director Responsibilities.

4, Restatement of the definition of who can function as a clinical director at a dispensary
Explanation and Rationale: A licensed dispensary may appoint an individual who is-a Maryland-

lieensed-physician-hurse-practitioneror-pharmasist meets the definition of a provider to function as

clinical director.
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Date: September 22, 2017

Maryland Medical Cannabis Commission
4201 Patterson Avenue
Baltimore, MD 21215

Via Email Transmission: maryjo.mather@maryland.gov

Ladies and Gentleman,

On behalf of Chesapeake Alternatives, LLC (processor licensee and dispensary
pre-approval awardee) please consider the following comments regarding proposed
amendments to the regulations in COMAR Title 10, Subtitle 62. We would be happy to
discuss any of these comments at the Commission’s convenience.

Sincerely,

Rebecca Broww
Rebecca@ChesapeakeAlternatives.com
301-943-0457

[Remainder of this page is intentionally blank. Comments begin on the next page.]



Amendment 1:
At proposed revised Section 10.62.01.02(17), the definition of “Lot™:

Current proposed version: “Lot” means not more than 10 pounds, 5 quarts or 144
packaged units of all of a medical cannabis finished product that is uniform, thet-is

htended-to-meetspeeifieations, and that is manufactured, packaged, or labeled together

during a specified time period according to a single lot record.
As revised — version 1: “Lot” means not-#ere-than1t0-pornds-orS-guarts-ortd4
packagedwnits-of all of a medical cannabis finished product that is uniform, theat-is
intended-+o-meetspeeifieations, and that is manufactured, packaged, or labeled together

during a specified time period according to a single lot record.

Alternative revision — version 2: “Lot” means not more than 10 pounds or 5 quarts e
FHpackagedwnits of all of a medical cannabis finished product that is uniform, thet-is
intended-o-meet-speeifieations, and that is manufactured, packaged, or labeled together

during a specified time period according to a single lot record.

Explanation and Rationale. 1t is our view that the use of a specified number of
packaged products to define a “Lot™ will be burdensome on producers of medical
cannabis products, particularly in cases where the packaged unit is a single dose. Thus,
this requirement is certain to limit the variety of products and dosing levels available to
patients, and drive up the cost.

Other states with robust testing requirement and programs do not define their
batch or lot sizes by reference to the number of resulting packaged products. Rather, the
focus is on testing each portion of product that has been made from the same methods,
equipment, and ingredients and treated in a uniform manner.! We encourage the
Commission to adopt this approach (as shown in version 1, above), or to place the focus
on the total weight of product that is to be divided into individual packages, as the
Commission has done with the references to “10 pounds™ and “5 quarts™ (as shown in
version 2, above).

Additionally, the Code of Federal Regulations governing drug manufacturing
processes defines a “Lot™ as “a batch, or a specific identified portion of a batch, having
uniform character and quality within specified limits; or, in the case of a drug product
produced by continuous process, it is a specific identified amount produced in a unit of
time or quantity in a manner that assures its having uniform character and quality within

1 See Table: Sample definitions of a “Lot™ (or functional equivalent) of medical cannabis
product by state, below.



specified limits.

Again, no reference is made to a specified number of packages or

packaged products.

In light of the foregoing, we request that the proposed revised definition of “Lot™
be revised to make the Maryland regulations on this matter consistent with those of other
states and the analogous FDA rules shown above. In the alternative, we request that the
definition be revised to eliminate the reference to “144 packaged units.”

Table: Selected definitions of a “Lot” (or functional equivalent) of medical cannabis
product by state:

State

Definition

Alaska

lot" or "production lot" means a group of marijuana products that were
prepared at the same time from the same batch of marijuana, using the
same recipe or process

Massachusetts

“Production Batch™ means a batch of finished plant material, cannabis
resin, cannabis concentrate, or MIP made at the same time, using the same
methods, equipment, and ingredients.

Minnesota

"Batch" means a specific quantity of medical cannabis that is uniform and
intended to meet specifications for identity, strength, purity, and
composition, and that is manufactured, packaged, and labeled during a
specified time period according to a single manufacturing, packaging, and
labeling batch record.

New Mexico

“Batch™ means, with regard to usable cannabis, a homogenous, identified
quantity of cannabis no greater than five pounds that is harvested during a
specified time period from a specified cultivation area, and with regard to
concentrated and cannabis-derived product, means an identified quantity
that is uniform, that is intended to meet specifications for identity, strength,
and composition, and that is manufactured, packaged, and labeled during a
specified time period according to a single manufacturing, packaging, and
labeling protocol.

New York

“Lot” means a quantity of a medical marihuana extraction product that has
a homogenous and uniform cannabinoid concentration and product quality,
produced according to an approved and stable processing protocol specific
to that brand and form of medical marihuana product, during the same
cycle of manufacture.

221 CFR 210.3(10). Available here:
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?f=210.3.




Washington "Lot" means a definite quantity of marijuana, marijuana concentrates,
useable marijuana, or marijuana-infused product identified by a lot
number, every portion or package of which is uniform within recognized
tolerances for the factors that appear in the labeling.

Amendment 2:

Revise warning label for clarity and to remove redundancy.

10.62.29.01 Packaging Medical Cannabis for Distribution to a Qualifying
Patient or Caregiver and 10.62.24.01 Packaging of Medical Cannabis Finished Product.

Current labeling requirements provide that a package of medical cannabis finished
product must:

“(5) Bear a clear warning that:[]

(a) The contents may be lawfully consumed only by a qualifying patient named on an
attached label; ]

(b) 1t is a illegal for any person to possess or consume the contents of the package other
than the qualifying patient; and[]

(c) It is a illegal to transfer the package or contents to any person other than a transfer
by a caregiver to a qualifying patient;

(6) Bear a clear warning to keep the package and its contents away from children other
than a qualifying patient;”

We request that this language be replaced with the following:

“Bear a clear warning that

(a) the contents may be lawfully consumed only by the qualifying patient named on ar the
attached label and

(b) the contents may be lawfully possessed only by the qualifying patient named on the
attached label or a qualifying caregiver”

Explanation and Rationale: This revised statement covers all of the substance set forth
in the original version, but is clearer and easier to read and to print on a package. A
shorter, simpler warning that is easier to read is more likely to fulfill its intended purpose.




Amendment 3:

Remove requirement that a processor package Medical Cannabis Finished Product
in opaque packaging.

10.62.24.01 Packaging of Medical Cannabis Finished Product.

Current packaging requirements provide that a package of medical cannabis finished
product shall: “(2) Be opaque”

We request that this requirement be removed as it pertains to products individually
packaged by a wholesale licensee.

Explanation and Rationale: Certain patients may want to see the consistency or
color of a medical cannabis extracted or processed product that they are planning to
purchase at a dispensary. If a processor is required to use packaging that is opaque, a
patient is not able to view the medical cannabis extracted or processed product he or she
is purchasing prior to making the purchase. Any ends served by requiring opaque
packaging can be reached by requiring all transport packaging to be opaque and by
requiring a dispensary to package any product dispensed to a patient in an opaque bag or
container.

Amendment 4:

Remove requirement that a qualifying patient or caregiver shall first telephone a
registered dispensary to request the delivery of medical cannabis.

10.62.30.04 Dispensing Medical Cannabis - Delivery of Medical Cannabis to a
Qualifying Patient or Caregiver.

Current version: “A. A qualifying patient or caregiver shall first telephone a registered
dispensary to request the delivery of medical cannabis.”

Proposed Revision: “A. 4 qualifying patient or caregiver shall first tetephone-contact a
registered dispensary to request the delivery of medical cannabis”

Explanation and Rationale: As we have seen in the past couple years, the
cannabis industry continues to show promise for incredible innovation. Requiring
patients or caregivers to only request delivery via the telephone is cumbersome and
inefficient. There are many other modern methods of communication that could be
preferred for patients and dispensaries. Patients may use the telephone to communicate
with a dispensary, but this should not be required over other communication methods
including email, text message or other electronic communications.



