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Committee: Health, Human Services and Elderly Affairs

Bill Number: HB 89-FN

Title: adding qualifying medical conditions to the
therapeutic use of cannabis law.

Date: March 1, 2021

Consent Calendar: CONSENT

Recommendation: OUGHT TO PASS WITH AMENDMENT
2021-0437h

STATEMENT OF INTENT

This bill adds moderate to severe insomnia as a qualifying symptom and autism spectrum disorder
(ASD) as a stand-alone qualifying condition in the therapeutic cannabis program on recommendation
of the Therapeutic Cannabis Medical Oversight Board (TCMOB). The board is composed of the Chief
Medical Officer of the Department of Health and Human Services, a qualifying patient
representative, a clinical representative from an Alternative Treatment Center (ATC), and ten
medical providers from various fields charged with the task of advising the therapeutic cannabis
program on medical issues, including qualifying conditions. The TCMOB considers each qualifying
condition with an exhaustive literature review, a public hearing, personal experience and robust
discussions. The original bill adds moderate and severe insomnia to be a qualifying symptom. The
TCMOB voted 9-1 to recommend the addition, as there is evidence that therapeutic cannabis can
help with insomnia. The amendment adds ASD as a stand-alone qualifying condition on
recommendation of the TCMOB with a vote of 9-0. Agitation and other problems in ASD,
particularly in adult patients, can be difficult to manage with current pharmacologic options.
Anecdotal evidence and emerging literature supports cannabis as a reasonable option for the
management of ASD. Given the concerns regarding the deleterious effects of cannabis on the
developing brain for patients under age 21, the TCMOB added the requirement of evaluation by a
provider of child or adolescent psychiatry, pediatric neurology or developmental pediatrics who
confirms that the ASD has not responded to previously prescribed medication or that the other
treatment options produced serious side effects and supports certification for the use of therapeutic
cannabis.

Vote 20-0.

Rep. Jerry Knirk
FOR THE COMMITTEE

Original: House Clerk
Cc: Committee Bill File
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HB 89-FN, adding qualifying medical conditions to the therapeutic use of cannabis law. OUGHT
TO PASS WITH AMENDMENT.

Rep. Jerry Knirk for Health, Human Services and Elderly Affairs. This bill adds moderate to
severe insomnia as a qualifying symptom and autism spectrum disorder (ASD) as a stand-alone
qualifying condition in the therapeutic cannabis program on recommendation of the Therapeutic
Cannabis Medical Oversight Board (TCMOB). The board is composed of the Chief Medical Officer of
the Department of Health and Human Services, a qualifying patient representative, a clinical
representative from an Alternative Treatment Center (ATC), and ten medical providers from various
fields charged with the task of advising the therapeutic cannabis program on medical issues,
including qualifying conditions. The TCMOB considers each qualifying condition with an exhaustive
literature review, a public hearing, personal experience and robust discussions. The original bill
adds moderate and severe insomnia to be a qualifying symptom. The TCMOB voted 9-1 to
recommend the addition, as there is evidence that therapeutic cannabis can help with insomnia.

The amendment adds ASD as a stand-alone qualifying condition on recommendation of the TCMOB
with a vote of 9-0. Agitation and other problems in ASD, particularly in adult patients, can be
difficult to manage with current pharmacologic options. Anecdotal evidence and emerging literature
supports cannabis as a reasonable option for the management of ASD. Given the concerns regarding
the deleterious effects of cannabis on the developing brain for patients under age 21, the TCMOB
added the requirement of evaluation by a provider of child or adolescent psychiatry, pediatric
neurology or developmental pediatrics who confirms that the ASD has not responded to previously
prescribed medication or that the other treatment options produced serious side effects and supports
certification for the use of therapeutic cannabis. Vote 20-0.

Original: House Clerk
Cc: Committee Bill File
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HOUSE COMMITTEE ON HEALTH, HUMAN SERVICES AND ELDERLY AFFAIRS

EXECUTIVE SESSION on Bill# __HB 89-FN

BILL TITLE: An Act Adding qualifying medical conditions to the therapeutic use of cannabis
law.

DATE: 2/23/2021

LOB ROOM: 306-8/Remote

MOTION: (Please check one box)

X Adoption of
Amendment # 2021-0437h __

Moved by Rep. _ Knirk Seconded by Rep. _ Mac Kay Vote: 20-0

MOTION: (Please check one box)

X OTP/A
Moved by Rep. Knirk Seconded by Rep. Cannon Vote: 20-0
CONSENT CALENDAR: _X YES NO
Minority Report? Yes No Ifyes, author, Rep: Motion
Respectfully submitted: BAF

Rep. Beth Folsom, Clerk
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HOUSE COMMITTEE ON HEALTH, HUMAN SERVICES AND ELDERLY AFFAIRS

PUBLIC HEARING on Bill # HB 89-FN

BILL TITLE:An Act adding qualifying medical conditions to the therapeutic use of
cannabis law.

DATE: _2/23/2021
ROOM: 306-8/Remote Time Public Hearing Called to Order: 9:07 am
Time Adjourned: 9:49 am

Committee Members: Reps. M. Pearson, Gay, Cushman, B. King, Marsh, Folsom,
McMahon, Nelson, Acton, Kelsey, Kofalt, Weber, MacKay, Snow, Knirk, Salloway, Cannon,
Nutter-Upham, Schapiro, Woods and Merchant

TESTIMONY
Representative Vail
While treating for severe nausea & vomiting it was seen that cannabis was also having a beneficial effect on
insomnia.
Insomnia can cause or exacerbate a number of other health conditions.
Insomnia medications are unilaterally addictive.
Cannabis was also controlling PT'SD and the nightmares often associated with insomnia.

Rep Knirk, Therapeutic Cannabis Medical Oversight Board

In review of this issue the TCMOB held public hearings, reviewed literature, and enlisted expert testimony. As
a result they recommended this insomnia as a qualifying condition.

Cannabis was found to have fewer effects on sleep architecture than most traditional medications.

To the amendment - regarding Autism as an additional condition, it passed the house last session but along
with many other bills died a covid death. TCMOB recommends adding to help ADULTS with behavioral issues
due to Autism. Cautions use in children with autism due to the harmful effects on the developing brains.

Heather Stockwell, Self
Husband Autistic, She has insomnia - personal testimony

Dr. David Syrek, Sanctuary ATC Medical Director

Explained the process of how the cannabis plant works scientifically on the human body and why it is effective
on sleep and autism.

Cited Several studies

It is unknown if Autism Speaks has made any endorsements of cannabis therapy.

Rene Demaris
Explained the different strains and the affect they have on sleep issues. The importance of finding the right
strain and dosage is important.

Robin Abbot - personal testimony

Mother of autistic young adult, 6 ft and 168 pounds, can create challenging moments when having disruptive
episodes. Have tried a variety of medications and therapies over the years. The use of cannabis has been life
changing for her son and herself. He is a more productive adult able to function better in community.

Respectfully submitted,

Rep. Beth Folsom, Clerk
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February 23, 2021

Representative Vail
Representative Chase
Representative Laflamme
Representative Abramson
Members of the

Dear Representatives,

I am here in favor of the qualification of therapeutic cannabis for adults with autism.

Thank you for giving me the opportunity to share the following information and hearing me today.

My name is Robin Abbott and | have lived in New Hampshire for more thirty years the past 25 of which |
have served in numerous non-profit executive roles and on Boards throughout the state. One thing | do
know about New Hampshire is the care our communities and elected officials have for our citizens and
especially those most vulnerable.

Today, | am not here for any specific organization or effort. | am here for my family and the thousands
of families like mine in NH who are challenged with having a child with a significant disability and | would
like to ask you for your help. My son Jonathan is 29 and has autism. He is on low end of the spectrum
which means he has more challenges such as being non-verbal and prone to outbursts and what we call
meltdowns.

I have had ribs broken, fingers sprained, black eyes among other injuries all due to a meltdown that is
often a symptom of this neurological disability. The worst part of all was having Jonathan cry and try to
wipe my injuries because he knew he hurt me but couldn’t help himself. His anxiety, lack of self-control
and inability to communicate left him in a state that was often unmanageable and explosive. That was
until we recently discovered the use of therapeutic cannabis.

For many years, we have had enormous challenges with appropriate prescriptions and finding dosage
balances as Jonathan aged and changed his behaviors. In the past five years alone, we’ve been on
approximately 20 different medications, some causing seizures, some requiring testing his kidneys every
six months for renal failure, and some of the most addictive prescriptions and opiates that in time, build
up resistance of effectiveness.

A friend recommended to me to look into therapeutic cannabis. Her adult son with autism was prone to
seizures and in the short time since she introduced this protocol — he had not had one seizure. It's been
five years now since his last seizure as opposed to 2-3 per day. *I have a written statement available for
you from her in support of this amended bill as well.



| ask for your help and support in voting to allow autism to be considered as a use for therapeutic
cannabis. This population is extremely unlikely to abuse this as it is overseen by caregivers and parents
like me and it is only fair that if a physician wants to provide this option to a family like mine, they
should not have to jump through hoops or search for other diagnoses to approve it. It should be at least
a consideration in care.

Families struggle enough caring for a child or family member with a disability particularly one that has
such a breadth of challenges, behaviors and often aggressions. As you know, there are truly few
tangible benefits that we give our families faced with these challenges; we have waitlists, lack residential
options, we can’t even find enough direct support caregivers. If there is something we can do to help a
family especially where is doesn’t cost the state anything, then it should be offered as an option.

And let me add, this opportunity will affect the fiscal health of the state...for the better. Since our
inclusion of this therapeutic aid, | have not had to see a behaviorist in the past year (paid for by the
state), | have not had to create emergency behavior plan because of a change in caregivers (paid for by
the state), and | have not had to call my son’s psychiatrist asking for increased medications because
Jonathan has a change in his routine (also paid for by the state.)

As for Jonathan, he has not had one outburst since we began this protocol. His aides tell me his
demeanor and change is unlike anything they’ve ever experienced. *I have also included testimony
from one of his day program aides. He is happy, less anxious and quite honestly, comfortable in his own
skin. | see the future being very bright for him and so much joy for those of us around him.

| ask for your support of HB89 and to add the qualification of therapeutic cannabis for adults on the
autism spectrum and | ask for your vote to approve this option for families like mine. | am happy to
answer any question you may have now or in the future.

Thank you for your time.

Respectfully,

Robin Abbott

3 Hutchinson Road
Merrimack, NH
603-440-8548



To whom it may concern,

Ben isour 37 year old son. Heis on the autism spectrum, has Tourette Syndrome, OCD, ADHD,
sensory issues, seizures, ageneralized anxiety disorder and significant behavioral challenges.
Before Ben was accepted into the Therapeutic Cannabis program, his seizures intensified to the
point he was having them almost daily which resulted in many hospital visits and severa staysin
the seizure clinic both in Lebanon and Boston. This continued for 3 years.

In 2016 Ben was approved to the cannabis program, which we started shortly after the dispensary
in Merrimack opened. | am happy to report, that finally with the help of cannabis, along with
seizure medications, Ben has been seizure free for over 3 years!

Helping to control seizures wasn't the only benefit we noticed since starting the Cannabis. The
most difficult part of all these diagnosisfor us as parents, his two sisters, his caregivers and
especially for Ben himself; has been the challenging behaviors.

Living with frequent meltdowns and aggressive behaviors, which isall too common for those on
the autism spectrum, is both traumatic and frightening. Thisistrue not only for the parent trying
desperately to help the one they love, but also for those who arein daily contact with them.

As parents, none of us expected to be part of the autism world and many struggle with accepting
the news. It isajourney of constantly trying to learn and understand autism. Most of us start out
not knowing anything of thisworld, but in order to survive it and do the best by our children, we
must learn all that we can. Itisavery complex and misunderstood disorder which makes the
learning confusing and frustrating at the very least.

If you throw into the mix, difficult behaviors, the parent finds himself or herself exhausted,
discouraged and full of questions we cannot answer.

How do we protect others around them? How do we protect them from hurting
themselves? During a meltdown in public, how do we respond to those whose stares and
condemning comments make us want to burst into tears?

Then there is the great remorse that follows ameltdown. Our son, after an aggressive outburst is
full of great shame and sorrow and will frequently declare “1 need help, | don’'t want to treat
anyone likethis. | need help, | need to know what | can do to stop.” Thus begins the pleafor
help over and over again. Asaparent, it breaks our hearts!

Y ou see, Ben, aside from difficulty managing his behavior, is afriendly, very funny, social and
engaging young man. But during behavioral difficultiesthisis easily missed.

Benisvery sensitive to medication and it has always been very difficult and painfully time
consuming to find the correct drug and dosage he can tolerate. Over the years there has easily
been over 50 different medications we have tried. How very disappointing each trial has been.
This however, has not been the case with cannabis. He has been able to take it and tolerate it
without adverse side effects.



Shortly after starting cannabis he would often report “| feel happy”. Or “I feel calm.” We
noticed some of the aggressive behaviors were much improved. He was more agreeable and co-
operative. Melt downs have been less frequent and intense. He is much more able to “pull it
together.” Thisisgood news! With the help of the staff at the dispensary, we have found the
correct type and dosage that has been both beneficial and one he can tolerate.

Many are concerned that the effects of cannabis will cause those who take it to be in a constant
state of being high. | can assure you this has never been the case with Ben. He could not tolerate
anything that made him feel, as he says, “weird or strange.”

What it HAS done is cause him to be calm without sedating, happy without the high and able to
tolerate the world around him without losing the endearing part of his personality we so love to
Seel

S

Have all his challenging behaviors disappeared? No. But we can tell you it has made life better
for him and those around him. Both at home and in his daily routine, Ben and those with him are
safer and happier.

THISiswhat every parent deeply desires for their child, it is no different for those who livesin
the world of autism...to be safe and happy.

If Ben hadn’t had sei zures, we would never have known thisto be possible. Seizures quaified
him for the Therapeutic Cannabis Program. His autism did not.

We strongly encourage you to add Autism Spectrum Disorder to the list of qualifying medical
conditions for the Therapeutic Cannabis Program. Speaking from our personal experience, it has
been the biggest game changer for Ben and our entire family!

Sincerely,
Dr. Richard and Kathleen Kaas



January, 22, 2020

To Whom it May Concern,

| have worked with Jonathan 1:1 at his day program for the past two years. Jonathan has a
history of significant behavioral challenges due to autism which cause him extreme stress,
and sometimes result in violent outbursts. Jonathan's mood can be severely negatively
impacted by any change in routine whatsoever, whether that means a delay due to road
construction, or someone occupying his preferred bathroom stall. A change in his routine
can cause Jonathan days or even weeks of perseveration and anxiety.

Since he began using medical cannabis, | have noticed remarkable changes in Jonathan's
behavior. He responds to changes in routine with significantly less anxiety and his baseline
mood throughout the day is notably more calm and relaxed. With the help of his team,
Jonathan was even able to smoothly transition to a new residence and provider with zero
behavioral outbursts. | have even noticed Jonathan self-soothing by using breathing
techniques since beginning using cannabis. What once would have been a meltdown due to
an activity being cancelled is now a simple redirection to the next task.

Being able to observe the improvements in Jonathan's behavior has been an incredible
learning experience. Without cannabis, | do not believe Jonathan would have been able to
transition to a new provider, especially with the great success that he has had. Overall, |
have witnessed a significant positive change in Jonathan's behavior and mental health that
would not have been possible without the use of medical cannabis.

Sincerely,
Molly Cynewski
Direct Support Professional



HB 89 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of
the Chief Medical Officer of DHHS, a qualifying patient representative, a clinical
representative from an ATC and ten medical providers from various fields,
charged with the task of advising the therapeutic cannabis program on medical
issues, including qualifying conditions.

Last year the TCMOB devoted a great deal of time to considering the condition of
insomnia as part of an evaluation of HB 461 which died a COVID death.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and insomnia and a thorough
discussion. TCMOB was very diligent utilizing their personal experience,
exhaustive literature reviews, and testimonials from patients to make their
recommendation.

For those new to the therapeutic cannabis program, qualifying conditions are in
RSA 126-X and are the conditions for which a patient may be qualified to be
certified to use therapeutic cannabis in New Hampshire. The qualifying
conditions include three stand-alone conditions or the combination of a qualifying
diagnosis with an associated qualifying symptom.

TCMOB voted 9-1 to recommend the addition of moderate to severe insomnia as
a qualifying symptom.

The majority of the studies suggests that the use of THC and THC derivatives,
alone or in combination with CBD, may improve self-reported sleep quality,
decrease sleep disturbances, and decrease sleep onset latency. Studies are
limited in reaching any conclusions, but overall point to more beneficial effects
than deleterious.

Many available pharmacological treatments for insomnia and primary sleep
disorders are limited by side effects, and in some cases addiction liability. The
benefits of some prescription sleep medications are noted to be minimal such as
only falling asleep six minutes faster on average and only adding at a total of 16
minutes total sleep time on average. These minimal improvements often come
with increased risks of next-day drowsiness, confusion, increased traffic
accidents, hallucinations or sleep paralysis.



Cannabinoids have also been associated with adverse events such as dizziness,
cognitive impairment, increased risk of motor vehicle accidents, psychosis,
dependence, depression, and anxiety so should also be used with caution.

Some medications currently used to treat insomnia can affect sleep architecture,
but one study suggested that cannabinoid preparations (or dosing) may have
fewer effects of sleep architecture than traditional medications. The particular
preparation and dosing of cannabinoids may be an important factor and more
research is needed.

Improving sleep habits and behavioral therapy should still be the first line
treatments but TCMOB feels that therapeutic cannabis is a reasonable
alternative when those do not suffice.

| have also prepared an amendment 2021-0437h to HB 89 to consider adding
Autism Spectrum Disorder (ASD) as a stand-alone condition. This is a result of
work TCMOB did last year evaluating SB700 which aimed to add ASD as a
qualifying condition but died a COVID death. We were surprised when Senator
Reagan did not file it again and the board agreed that it would be reasonable to
offer an amendment to HB 89, with the agreement of the sponsor, to add ASD as
a stand-alone condition. TCMOB voted 9-0 to add ASD as a stand-alone
qualifying condition.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and autism and a thorough
discussion. There are studies underway looking at the use of therapeutic
cannabis in autism spectrum disorder but strong evidence is lacking. Testimony
at the hearing and written testimony provided compelling anecdotal evidence of
the usefulness in treating agitation seen in individuals with ASD and the
desperation of parents and caregivers with such behavior, but also identified a
patient whose experience with cannabis was negative with a poor outcome.
Particular concerns are present regarding the deleterious effects of cannabis on
the developing brain which makes the use of therapeutic cannabis in young
patients concerning.

Given these concerns, the TCMOB recommends the addition of autism spectrum
disorder as a stand-alone condition for those 21 and over without restriction and
for those under age 21 with very specific safeguards for that population. We
voted to add the requirement of evaluation by a provider of child or adolescent



psychiatry or pediatric neurology who confirms that the ASD has not responded
to previously prescribe medication or that the other treatment options produced
serious side effects and supports certification for the use of therapeutic cannabis.

As the Therapeutic Cannabis Medical Oversight Board chair and the Board’s
appointed legislative liaison, and with the concurrence of DHHS staff, | offer
amendment 2021-0437h to HB 89. The proposed amendment differs from the
Board’s motion for recommendation in one substantive area: that is, the
amendment includes the inclusion of a Developmental Pediatrician as a provider
specialist who can provide the required consultation for those patients under 21.
That was added to improve provider access given the paucity of the other two
types of providers.

Rep. Knirk, Carr. 3
Rep. Vail, Hills. 30
February 18, 2021

2021-0437h

11/10

Amendment to HB 89-FN

Amend the bill by inserting after section 1 the following and renumbering the original section 2 to

read as 3:

2 New Subparagraphs; Use of Cannabis for Therapeutic Purposes; Definitions. Amend RSA
126-X:1, IX(b) by inserting after subparagraph (3) the following new subparagraphs:
(4) Autism spectrum disorder in adults 21 years of age or older.
(5) Autism spectrum disorder in people under 21 years of age with the requirement
of a consultation with a certified provider of child and/or adolescent psychiatry, developmental

pediatrics, or pediatric neurology, who confirms that the autism spectrum disorder has not

responded to previously prescribed medication or for which other treatment options produced serious
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-

side effects and who supports certification for the use of therapeutic cannabis.



Rep Suzanne Vail
Testimony for presentation of HB 89-FN

February 23, 2021

| am here before you to ask you to support HB 89, an act that adds moderate to severe insomnia to the
qualifying conditions for the State of New Hampshire’'s Therapeutic Cannabis Program. This bill was filed
last year, and moderate to severe insomnia was approved by the Medical Oversight Board as a qualifying
condition for applying to the program. That bill never made it to the Senate, due to the state of

emergency.

NH’s system to provide cannabis for medical use was signed into law in 2013. The intent of the
Therapeutic Cannabis Program is to help people with chronic, terminal and debilitating illnesses. This
system of alternative care is one of the strictest programs in the nation, with it's enclosed self-funded and
self-sourcing Alternative Treatment Centers also called ATCs. This enclosed model provides safety,

consistency and product integrity.

This program has successfully allowed thousands of NH residents to gain control of their symptoms of
chronic and terminal illnesses As result of treatment for the severe symptoms that bring one into the

program, TCP patients consistently report they experience improvement in sleep, which in turn, allows
homeostasis in the body. Our bodies have receptors for the elements of cannabis, and there is a vast

endocannabinoid system that is responsible for regulating bodily systems.

Moderate to severe Insomnia is related to mental iliness, anxiety, agitation, depressed mood, and
increased prevalence of nightmares. It causes moderate to severe physical stress on every system in the
body, exacerbating chronic illnesses, such as Crohn's disease as an example.. The prevalence of
insomnia is widespread, occuring in 10-30% of the population, according to the National Institute of
Health. | believe that right now we can assume there are more cases of moderate to severe insomnia
than ever, due to the stress of the pandemic, the state of emergency, and the profound effect of massive

loss of life, loss of income and increased uncertainty about what is ahead.



Insomnia is very difficult to treat medicinally due to the manners in which pharmaceutical compounds
impact the rest of the body. Sleep medicine can be habit forming and cause side effects, such as
tolerance, and excessive dryness caused by over the counter sleep aids. Prescription sleep aids can
cause tolerance, addiction, sleep walking, sleep driving and sleep eating. Patients are cautioned or
directed to not drive the next day following use of certain medications. Older compounds are almost

unilaterally habit forming, addictive, and lose their effect.

Cannabis comes in forms that have no lingering sedative effects. When CBD is isolated from THC, there
is no psychoactive component in the product. There are many choices for consuming the product at the
ATCs and the many combinations of compounds to explore getting better sleep. A patient of the TCP can

find the best product by working with the dispensary staff to find what works best for them.

Those who consider nightmares to be an essential part of their problem have been able to find
appropriate dosages of THC, which also combats additional symptoms of PTSD. Those who can fall

asleep earlier, stay asleep longer and decrease in waking up early, achieve a better quality of life.

In summary, in New Hampshire we have a closed system to offer alternative treatment, where all
cannabis products are controlled, tested, measured, dosed and packed into tamper-proof containers.
These compounds are available in many forms, in order to address the individual's experience of

symptoms that lead to chronic illnesses and lead to loss of quality of life.

This level of purity and integrity cannot be found when people feel forced to treat symptoms with products
of unknown origin, yet bear the label of a known component, CBD. This risk is taken routinely by New
Hampshire people, because they want to sleep. Treating moderate to severe insomnia before it brings

about lifelong illness is key here.

Thank you for listening to my comments in support of the bill.
| want to point out there is a fiscal note included with the bill that shows an indeterminable increase in

revenue, due to increase in applications to the TCP.



Suzanne Vail

NH State Representative
Nashua Ward 3

Hillsborough County District 30

603-234-0704
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Committee members,

Asthe chair of the Therapeutic Cannabis Medical Oversight Board, | will be testifying on HB 89, HB 599,
and HB 605.

My testimony for each bill is attached below, along with a suggested amendment for HB 89.

For those who really want to go into the weeds (I could not resist that) | have attached a report to HHSEA
from TCMOB regarding adding as qualifying conditions opioid use disorder and insomnia

Jerry Knirk
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HB 89 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of
the Chief Medical Officer of DHHS, a qualifying patient representative, a clinical
representative from an ATC and ten medical providers from various fields,
charged with the task of advising the therapeutic cannabis program on medical
issues, including qualifying conditions.

Last year the TCMOB devoted a great deal of time to considering the condition of
insomnia as part of an evaluation of HB 461 which died a COVID death.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and insomnia and a thorough
discussion. TCMOB was very diligent utilizing their personal experience,
exhaustive literature reviews, and testimonials from patients to make their
recommendation.

For those new to the therapeutic cannabis program, qualifying conditions are in
RSA 126-X and are the conditions for which a patient may be qualified to be
certified to use therapeutic cannabis in New Hampshire. The qualifying
conditions include three stand-alone conditions or the combination of a qualifying
diagnosis with an associated qualifying symptom.

TCMOB voted 9-1 to recommend the addition of moderate to severe insomnia as
a qualifying symptom.

The majority of the studies suggests that the use of THC and THC derivatives,
alone or in combination with CBD, may improve self-reported sleep quality,
decrease sleep disturbances, and decrease sleep onset latency. Studies are
limited in reaching any conclusions, but overall point to more beneficial effects
than deleterious.

Many available pharmacological treatments for insomnia and primary sleep
disorders are limited by side effects, and in some cases addiction liability. The
benefits of some prescription sleep medications are noted to be minimal such as
only falling asleep six minutes faster on average and only adding at a total of 16
minutes total sleep time on average. These minimal improvements often come
with increased risks of next-day drowsiness, confusion, increased traffic
accidents, hallucinations or sleep paralysis.





Cannabinoids have also been associated with adverse events such as dizziness,
cognitive impairment, increased risk of motor vehicle accidents, psychosis,
dependence, depression, and anxiety so should also be used with caution.

Some medications currently used to treat insomnia can affect sleep architecture,
but one study suggested that cannabinoid preparations (or dosing) may have
fewer effects of sleep architecture than traditional medications. The particular
preparation and dosing of cannabinoids may be an important factor and more
research is needed.

Improving sleep habits and behavioral therapy should still be the first line
treatments but TCMOB feels that therapeutic cannabis is a reasonable
alternative when those do not suffice.

| have also prepared an amendment 2021-0437h to HB 89 to consider adding
Autism Spectrum Disorder (ASD) as a stand-alone condition. This is a result of
work TCMOB did last year evaluating SB700 which aimed to add ASD as a
qualifying condition but died a COVID death. We were surprised when Senator
Reagan did not file it again and the board agreed that it would be reasonable to
offer an amendment to HB 89, with the agreement of the sponsor, to add ASD as
a stand-alone condition. TCMOB voted 9-0 to add ASD as a stand-alone
qualifying condition.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and autism and a thorough
discussion. There are studies underway looking at the use of therapeutic
cannabis in autism spectrum disorder but strong evidence is lacking. Testimony
at the hearing and written testimony provided compelling anecdotal evidence of
the usefulness in treating agitation seen in individuals with ASD and the
desperation of parents and caregivers with such behavior, but also identified a
patient whose experience with cannabis was negative with a poor outcome.
Particular concerns are present regarding the deleterious effects of cannabis on
the developing brain which makes the use of therapeutic cannabis in young
patients concerning.

Given these concerns, the TCMOB recommends the addition of autism spectrum
disorder as a stand-alone condition for those 21 and over without restriction and
for those under age 21 with very specific safeguards for that population. We
voted to add the requirement of evaluation by a provider of child or adolescent





psychiatry or pediatric neurology who confirms that the ASD has not responded
to previously prescribe medication or that the other treatment options produced
serious side effects and supports certification for the use of therapeutic cannabis.

As the Therapeutic Cannabis Medical Oversight Board chair and the Board’s
appointed legislative liaison, and with the concurrence of DHHS staff, | offer
amendment 2021-0437h to HB 89. The proposed amendment differs from the
Board’s motion for recommendation in one substantive area: that is, the
amendment includes the inclusion of a Developmental Pediatrician as a provider
specialist who can provide the required consultation for those patients under 21.
That was added to improve provider access given the paucity of the other two
types of providers.

Rep. Knirk, Carr. 3
Rep. Vail, Hills. 30
February 18, 2021

2021-0437h

11/10

Amendment to HB 89-FN

Amend the bill by inserting after section 1 the following and renumbering the original section 2 to

read as 3:

2 New Subparagraphs; Use of Cannabis for Therapeutic Purposes; Definitions. Amend RSA
126-X:1, IX(b) by inserting after subparagraph (3) the following new subparagraphs:
(4) Autism spectrum disorder in adults 21 years of age or older.
(5) Autism spectrum disorder in people under 21 years of age with the requirement
of a consultation with a certified provider of child and/or adolescent psychiatry, developmental

pediatrics, or pediatric neurology, who confirms that the autism spectrum disorder has not

responded to previously prescribed medication or for which other treatment options produced serious
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side effects and who supports certification for the use of therapeutic cannabis.






HB 599 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is
composed of the Chief Medical Officer of DHHS, a qualifying patient
representative, a clinical representative from an ATC and ten medical
providers from various fields, charged with the task of advising the
therapeutic cannabis program on medical issues, including qualifying
conditions.

HB 599 is an unnecessary and unworkable bill, reflecting a lack of
knowledge of the complexities of medical decision making and of how the
TCMOB functions.

The first part of the bill requires a review and recommendation regarding
qualifying conditions in a 90 day time period by the Chief Medical Officer of
DHHS who, contrary to what is stated in the bill, is not the chairperson of
the board. | am currently the chair. Proper evaluation of a qualifying
condition requires much more consideration than that. In my testimony
regarding other qualifying conditions which have been considered by the
TCMOB you have probably noted the detailed process we have followed.

When TCMOB evaluates a qualifying condition or symptom, we first
discuss the condition at a board meeting and appoint a subcommittee to
research the literature. The subcommittee reports back to the board at a
subsequent meeting. We hold a public hearing on the condition and written
comments are accepted. A draft report combining the scientific evidence
and the hearing testimony is then prepared by the subcommittee and
presented to the full board who discusses the issue, drafts language for
any special considerations, and finalizes its recommendation to the
legislature. TCMOB functions very well and is diligent utilizing their
personal experience, exhaustive literature reviews, and testimonials from
patients to make its recommendation.

This bill would side-step this process and force the Chief Medical Officer of
DHHS to conduct an inappropriately superficial evaluation of as many as
21 different conditions. Our long range work plan includes reviewing current





qualifying conditions, giving due diligence to the process and that plan
should not be circumvented.

The second part of the bill is unnecessary. As a public body, members of
the TCMOB already must submit financial disclosure forms just as we
legislators do. The inclusion of participation of a representative or the ATCs
and some providers who certify patients is not a liability in the deliberations.
They are essential for us to make recommendations which are scientifically
sound and are workable for the providers, patients, and the ATCs. The
requirement in this part of the bill would hold TCMOB board members to a
higher level than we hold legislators, who are required to file disclosure
forms but are not required to disclose their interests each time before
participation in any matter before the board.

| urge ITL on HB 599 as it is compromises the ability of the TCMOB to
make sound scientific decisions which take into account the needs of the
patients, providers, the ATCs and the therapeutic cannabis program.






HB 605 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of the Chief
Medical Officer of DHHS, a qualifying patient representative, a clinical representative
from an ATC and ten medical providers from various fields, charged with the task of
advising the therapeutic cannabis program on medical issues, including qualifying
conditions. | will confine my testimony to the portions of the bill which fall under the
purview of the Therapeutic Cannabis Medical Oversight Board (TCMOB).

OPIOID USE DISORDER

HB 605, page 1, lines 22-28 adds opioid use disorder as a qualifying condition. This
language stems from the 2019 retained bill HB 366 which sought to add Opioid Use
Disorder (OUD) as a qualifying condition. TCMOB considered this condition in detail
with preliminary discussion, a public hearing, and robust discussion in a couple
meetings to eventually reach a potential recommendation. The question of using
therapeutic cannabis in OUD is complicated.

First it is important to understand that cannabis does have benefit in treating chronic
pain, either replacing an opioid or decreasing the required dose of opioid for the patient
to have sulfficient relief. This fact by itself does not prove that cannabis can successfully
treat OUD. OUD is different than chronic pain as it is an addiction with craving and life
disruption.

Cannabis has multiple bioactive cannabinoids and terpenes which have different
physiologic effects. THC, the psychoactive component which causes euphoria
stimulates the reward system, therefore it has addictive properties and may be
counterproductive in treating OUD. CBD may be helpful in reducing anxiety and craving
in early abstinence from opioids so may have a role in treating OUD by reducing the risk
of relapse.

In 2019, TCMOB worked hard to develop compromise language to allow OUD as a
qualifying condition with strict parameters that it should be certified only by a clinician
waivered to provide medication assisted treatment for OUD or by a certified addiction
medicine or addiction psychiatry physician and to be used to treat cravings or
withdrawal. The certifying provider can require that the ATC provide CBD-dominant
therapeutic cannabis. Ultimately TCMOB voted to not approve OUD as a qualifying
condition though the decision was split with the board vote to approve the compromise
language failing 4-6.

In spite of the recommendation not to add OUD as a qualifying condition, HHSEA voted
to approve OUD as a stand-alone condition with the restrictions placed by TCMOB. HB
366 passed the House but died on the table in the Senate due to COVID.

TCMOB did not formally re-vote on the recommendation but did recommend further
clarification of the language by further restricting the certifying prover to be the wavered





physician providing MAT for that individual patient. The language in HB 605 should
be amended to read as follows:

4 New Subparagraph; Use of Cannabis for Therapeutic Purposes;
Definitions. Amend RSA 126-X:1, IX(b) by inserting after subparagraph (3)
the following new subparagraph:

(4) Opioid use disorder, with the following restrictions:

(A) When certified only by a Drug Addiction Treatment Act (DATA 2000)
waivered clinician providing medication assisted treatment for opioid use
disorder for the individual patient or a certified addiction medicine or
addiction psychiatry physician; and

(B) With associated symptoms of cravings and/or withdrawal.

INSOMNIA

HB 605 contains language to add moderate to severe insomnia to the list of qualifying
symptoms. Last year the TCMOB devoted a great deal of time to considering the
condition of insomnia as part of an evaluation of HB 461 which died a COVID death.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and insomnia and a thorough discussion.
TCMOB was very diligent utilizing their personal experience, exhaustive literature
reviews, and testimonials from patients to make their recommendation.

For those new to the therapeutic cannabis program, qualifying conditions are in RSA
126-X and are the conditions for which a patient may be qualified to be certified to use
therapeutic cannabis in New Hampshire. The qualifying conditions include three stand-
alone conditions or the combination of a qualifying diagnosis with an associated
qualifying symptom.

TCMOB voted 9-1 to recommend the addition of moderate to severe insomnia as a
qualifying symptom.

The majority of the studies suggests that the use of THC and THC derivatives, alone or
in combination with CBD, may improve self-reported sleep quality, decrease sleep
disturbances, and decrease sleep onset latency. Studies are limited in reaching any
conclusions, but overall point to more beneficial effects than deleterious.

Many available pharmacological treatments for insomnia and primary sleep disorders
are limited by side effects, and in some cases addiction liability. The benefits of some
prescription sleep medications are noted to be minimal such as only falling asleep six
minutes faster on average and only adding at a total of 16 minutes total sleep time on
average. These minimal improvements often come with increased risks of next-day
drowsiness, confusion, increased traffic accidents, hallucinations or sleep paralysis.





Cannabinoids have also been associated with adverse events such as dizziness,
cognitive impairment, increased risk of motor vehicle accidents, psychosis,
dependence, depression, and anxiety so should also be used with caution.

Some medications currently used to treat insomnia can affect sleep architecture, but
one study suggested that cannabinoid preparations (or dosing) may have fewer effects
of sleep architecture than traditional medications. The particular preparation and dosing
of cannabinoids may be an important factor and more research is needed.

Improving sleep habits and behavioral therapy should still be the first line treatments but
TCMOB feels that therapeutic cannabis is a reasonable alternative when those do not
suffice.

PREGNANCY AND CANNABIS USE

The part of the bill regarding education of patients regarding the use of cannabis in
pregnancy has already been addressed by HB 163 in an even more robust manner to
also include education regarding cannabis use in adolescents.

AUTISM SPECTRUM DISORDER

TCMOB recommends the addition of an amendment to HB 605 to consider adding
Autism Spectrum Disorder (ASD) as a stand-alone condition. This is a result of work
TCMOB did last year evaluating SB700 which aimed to add ASD as a qualifying
condition but died a COVID death. We were surprised when Senator Reagan did not
file it again and the board agreed that it would be reasonable to offer an amendment to
HB 605, with the agreement of the sponsor, to add ASD as a stand-alone condition.
TCMOB voted 9-0 to add ASD as a stand-alone qualifying condition.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and autism and a thorough discussion.
There are studies underway looking at the use of therapeutic cannabis in autism
spectrum disorder but strong evidence is lacking. Testimony at the hearing and written
testimony provided compelling anecdotal evidence of the usefulness in treating agitation
seen in individuals with ASD and the desperation of parents and caregivers with such
behavior, but also identified a patient whose experience with cannabis was negative
with a poor outcome. Particular concerns are present regarding the deleterious effects
of cannabis on the developing brain which makes the use of therapeutic cannabis in
young patients concerning.

Given these concerns, the TCMOB recommends the addition of autism spectrum
disorder as a stand-alone condition for those 21 and over without restriction and for
those under age 21 with very specific safeguards for that population. We voted to add
the requirement of evaluation by a provider of child or adolescent psychiatry or pediatric
neurology who confirms that the ASD has not responded to previously prescribe
medication or that the other treatment options produced serious side effects and
supports certification for the use of therapeutic cannabis.





As the Therapeutic Cannabis Medical Oversight Board chair and the Board’s appointed
legislative liaison, and with the concurrence of DHHS staff, | suggest the language for
the amendment to HB 605 as below. The proposed amendment differs from the Board’s
motion for recommendation in one substantive area: that is, the amendment includes
the inclusion of a Developmental Pediatrician as a provider specialist who can provide
the required consultation for those patients under 21. That was added to improve
provider access given the paucity of the other two types of providers. Note that the
numbers will need to be different if the section on OUD remains in the bill.

2 New Subparagraphs; Use of Cannabis for Therapeutic Purposes; Definitions. Amend
RSA 126-X:1, IX(b) by inserting after subparagraph (3) the following new
subparagraphs:

(4) Autism spectrum disorder in adults 21 years of age or older.

(5) Autism spectrum disorder in people under 21 years of age with the requirement of a
consultation with a certified provider of child and/or adolescent psychiatry,
developmental pediatrics, or pediatric neurology, who confirms that the autism spectrum
disorder has not responded to previously prescribed medication or for which other
treatment options produced serious side effects and who supports certification for the use
of therapeutic cannabis.






RECOMMENDATIONS OF THE THERAPEUTIC CANNABIS MEDICAL OVERSIGHT
BOARD REGARDING HB 366 AND HB 461

Rep. Jerry Knirk, TCMOB member and liaison to the legislature
Oct 12, 2019

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of the
medical director of DHHS, a qualifying patient, a clinical representative from an ATC and
ten medical providers from various fields, who have the task of advising the therapeutic
cannabis program on medical issues, including qualifying conditions. The TCMOB
devoted a great deal of time to considering the conditions included in HB 366 and HB
461.

We had preliminary discussions at one meeting and appointed subcommittees to
consider each condition. At a subsequent meeting those subcommittees reported their
initial findings. We held a public hearing on the four conditions on September 25 and
written comments were accepted. Draft reports were prepared by a member of each of
the subcommittees and circulated to the board. The board then met on October 9 to
finalize recommendations on these four conditions to advise the Health and Human
Services and Elderly Affairs Committee of the House of Representatives for their
consideration when deciding the disposition of these bills.

The group was very diligent utilizing their personal experience, exhaustive literature
reviews, and testimonials from patients to make their recommendations.

Final reports have not been completed at this time. | am summarizing the findings in
this document utilizing portions of the draft reports and have obtained permission to
circulate the draft reports for the two conditions upon which we had good agreement on
the recommendation, agreeing with the report. For the conditions in which the board
had conflicting reports or when the decision was not in agreement with the report, | have
summarized the reports and the discussion.

INSOMNIA (HB 461)

Recommendation: Include as a qualifying symptom

Vote: 9-1

Summary:

1. The majority of the studies suggests that the use of THC and THC derivatives, alone

or in combination with CBD, may improve self-reported sleep quality, sleep
disturbances, and decreased sleep onset latency





2. Despite the importance of sleep, most of the studies examined sleep as a secondary
outcome; there is a lack of placebo-controlled trials examining the use of cannabinoids
specifically for treatment of sleep disorders.

3. Many of the available studies used nonstandardized, non-validated questionnaires
and subjective sleep measures, which leaves something to be desired in terms of the
validity of data.

4. Available pharmacological treatments for insomnia and primary sleep disorders
include medications such as benzodiazepines and non-benzodiazepine hypnotics. In
addition, many other medications are used off label for the treatment of the symptoms.
Many of these medications are limited by side effects, adverse effects, and in some
cases addiction liability. Cannabinoids have also been associated with some adverse
events such as dizziness, cognitive impairment, increased risk of motor vehicle
accidents, psychosis, dependence, depression, and anxiety.

5. Some medications currently used to treat insomnia can affect sleep architecture, but
in the study of obstructive sleep apnea patients treated with dronabinol there was no
effect seen on sleep architecture, suggesting that cannabinoid preparations (or dosing)
may have fewer effects of sleep architecture compared to traditional medications. This
does conflict with the results of other studies which demonstrate changes in objective
sleep measures following various formulations of cannabis/cannabinoids. Thus the
particular preparation and dosing of cannabinoids may be an important factor and more
research is needed.

6. Interpretation of the data from the studies is hampered by sample sizes which limits
the statistical power of the results. The majority of studies were not looking at sleep as
the primary outcome and focused on cannabinoids in the treatment of another primary
illness, making it less clear that beneficial effects on sleep are secondary to the
successful treatment of the underlying condition and not a direct effect.

7. Future studies are recommended with trial designs to investigate sleep as the
primary outcome, have larger sample sizes, validated subjective measures, and
objective assessments and to study the effects of cannabinoids in individuals with well-
defined sleep disorders. Additionally, the optimal dosing and optimal balance of THC:
CBBD ratio for the treatment of sleep disorders remains unknown.

Public Comments:

Two comments were received in favor of adding insomnia and anxiety to the list of
qualifying conditions; insomnia was not separated out in the comment





Special considerations:

i. Pediatric population: unknown effects on the developing brain

ii. Pregnant women: unknown effects on the developing fetus

iii. Insomnia as a single diagnosis or secondary (associated) one. EX:
it may be very useful for pain-mediated insomnia and not useful for
depression-mediated insomnia

iv. CBD vs. THC vs. whole plant extract containing both. It may be that
the CBD alone is adequate and most therapeutic, as in epilepsy
treatment.

v. Studies are limited in reaching any conclusions, but overall point to
beneficial effects more than deleterious

vi. At what point can we hope to apply a scientific approach to medical
marijuana, or should it be regarded in a different category,
somewhere in the alternative medicine area, not subject to the
standards of the allopathic medical profession?

Discussion:

Discussion reflected the points made in the report and the above noted vote was taken
to include insomnia as a qualifying symptom. Motion was made to make insomnia a
free-standing condition and that motion was defeated.

ANXIETY (HB 461)

Recommendation: Do not approve as a qualifying symptom, diagnosis or free-standing
diagnosis/condition

Vote: 8-2
Summary:

It would be irresponsible to recommend addressing “anxiety” in isolation, as a symptom
rather than as part of a specific diagnosis - which requires careful assessment.

Recommend against chronic use of any THC-containing product (including whole plant)
for management of any anxiety spectrum condition, or for use in anyone with any co-
morbid anxiety disorder. THC has some evidence for harm in terms of worsening
symptomatology particularly in adolescents where suicidality may arise. Acutely and
situationally, there may be evidence that low dose THC can improve anxiety while high
dose can worsen and induce panic attacks but findings are mixed.





The evidence for CBD-only products (including whole plant) is equivocal. Acute
pretreatment (hence not chronic use) in those with the Social Anxiety Disorder type may
be effective, although clear conclusions cannot be drawn (limited data). Chronic CBD
when combined with THC may worsen anxiety exponentially.

Regarding anxiety as a symptom in those with pain conditions there is emerging
evidence of worsening anxiety when whole plant cannabis is concomitantly used with
(opioid) pain regimens.

If however anxiety is approved as a qualifying symptom or condition, would recommend
any decisions regarding certifications for any particular anxiety disorder to physicians
trained in psychiatric disorders who can: make the specific anxiety diagnosis; recognize
psychiatric and addictive comorbidities; and are able to provide interventions if
suicidality arises. Additionally, extreme diligence is required when cannabinoids are
used concomitantly with evidence based pharmacological treatment modalities for
management of anxiety due to synergistic sedative effects and drug : herb interactions
that can be lethal.

Important concepts to consider:

1. Anxiety is not a single condition but an umbrella term, each subset with unique
underlying neurobiological basis requiring specifically-crafted management:
Anxiety (Disorders) per DSM-5:

a. Generalized Anxiety Disorder
b. Phobias and Specific phobias

c. Agoraphobia
d. Social Anxiety Disorder
e. Separation Anxiety Disorder

2. Anxiety disorders are highly prevalent - 33.7% of population is affected by an
anxiety disorder during their lifetime (highest of all mental ilinesses).

3. Anxiety are highly comorbid with other psychiatric and addictive disorders - >90%
of individuals with an anxiety disorder have another concurrent psychiatric
condition. Depressive disorder is most frequent (76.7%), followed by addictive
disorders (35.9%) and bipolar (22.3%)

4. There is evidence for harm (worsening symptoms, increased disease burden,
development of suicidality) when whole plant and THC only is used by those with
bi- or uni-polar depression





5. Whole plant contains >500 constituents each found in various proportions with
significant pharmacodynamics and pharmacokinetic interactions with other

psychopharmacological agents

6. American Psychiatric Association — “There is currently no scientific evidence to
support the use of cannabis as an effective treatment for any psychiatric illness.
Several studies have shown that cannabis use may in fact exacerbate or hasten
the onset of psychiatric illnesses. This includes the contribution of cannabis to
symptoms of mood disorders, anxiety and psychosis, particularly in young
adulthood. Cannabis use is associated with the emergence of mood disorders,
particularly symptoms of bipolar disorder, among those with a family history of
mood disorder.”

7. In adolescents, regular cannabis use is associated with increased incidence of

anxiety disorders as well as increased depression, suicidal ideation, use of other
substances and risky behavior.

8. Regular cannabis use is associated with an increased risk of developing a
cannabis use disorder (9% of episodic users become dependent, and 25-50%
daily users).

9. Acute THC-only administration is dose dependent — low doses anxiolytic while
higher induce anxiety. Acute CBD co-administration has mixed findings (Boggs et
al 2018)

10. Animal studies show chronic co-administration of CBD and THC; greater anxiety
symptoms than induced by THC alone at high doses (Klein et al 2011)

11.National Academy of Sciences (2017): Moderate level of evidence supports that
whole plant use is associated with: increased incidence of social anxiety disorder
in regular users (also increased risk for developing depressive disorders;
increased incidence of suicidal ideation and behavior)

Public comments:

Comments from four people, discussing personal experience, observed experience in a
friend or in patients being treated and one from a person from the retail sector. All
supported cannabis for anxiety with anecdotes but no study data.

Discussion:

Discussion reflected the points made in the report, specifically noting the need to
diagnose the cause of the anxiety and consider specific treatment, the uncertain of
response to cannabis and dose-dependence, and the associated risks. The above
noted vote was taken to not include anxiety as a qualifying symptom or condition.





OPIOID USE DISORDER (OUD) (HB 366)

Recommendation: Do not approve as a qualifying condition.

Vote: 4-6 on a vote to approve the following motion [edited here for brevity]:
That OUD not be an indication for therapeutic cannabis certification through the
current general therapeutic cannabis certification process.
That certification for OUD:

* May be provided as an adjunct in the context of evidence-based MAT by a
DATA 2001 waivered clinician who is prescribing or authorizing the
individual’s MAT

* May be provided by an ABAM, APA or ACGME certified addiction medicine
or addiction psychiatry physician who follows the patient regularly, with or
without other MAT treatment

That such treatment for OUD must be treated as a clinical trial because the
outcomes of the use of cannabis as a treatment or adjunct for OUD are
unknown.

Summary of presented reports:

Two draft reports were submitted, one with recommendation that OUD not be approved
as a qualifying condition and the other report proposing a restricted approval.

The report opposing approval noted:

1. Cannabidiol (CBD) shows promise in reducing craving for opioids, reducing anxiety
associated with withdrawal symptoms and decreasing cognitive and emotional stress
vulnerability. Thus a function for CBD in reducing the risk of relapse. CBD has low
reinforcing properties with limited abuse potential and may inhibit drug seeking
behavior.

2. Conclusions from both animal and human studies demonstrate that THC is a
psychoactive compound with rewarding effects and addictive properties. THC increases
the use of illicit opioids, can cause significant anxiety in the individual and is not
recommended by authoritative individuals nor organizations to be associated with
treating opioid use disorder.

3. While cannabis has been used for pain control and has been touted to reduce the
use of opioids in pain conditions, thereby ostensibly reducing the risk of developing
opioid use disorders, this is not the same as treating opioid use disorder. Currently
there are FDA approved medications for opioid use disorder and these show





significant reduction in overdose deaths, reduction in HIV and Hep B and C
transmission among other therapeutic outcomes. The addition of cannabis in its
whole form is controversial and organizations such as the American Society of
Addiction Medicine hold a position against promoting cannabis for medical use never
mind treatment of OUD.

4. Patients who have a diagnosis of an opioid use disorder have a higher risk of use
disorders of other types as well. There have been suggestions that use of cannabis (ie,
smoked, THC) increases the risk of use of other addictive substances including opioids.
Additionally, treatment strategies for addiction include those that reduce the risk that the
patient be using any psychoactive substances and work on managing the illness with
behavioral health changes as well as medications.

5. Since the above recommendation would be to have restrictions on certifying for
therapeutic cannabis, and limiting the product to CBD only, it is recommended to
consider using a current product that is available, Epidiolex, to be prescribed off label.

The report supporting limited approval recommended:

That pure CBD be available for use in management of opioid withdrawal and as
an adjunct to evidence-based interventions for opioid use disorders. (Early
studies are promising and to date no harm has been demonstrated with short
term use, though it should be noted that long term use has not been studied so
effects over time are not known).
* Possibilities for making CBD available to patients include:
= Off label prescription of Epidiolex (pure FDA approved & regulated
CBD)
= Over the counter CBD that has been tested and certified as pure
CBD
= Certification to exclusively certify patients for CBD, not THC
containing products.
That OUD not be an indication for therapeutic cannabis certification through the
current general therapeutic cannabis certification process.
That certification
* May be provided as an adjunct in the context of evidence-based MAT by a
DATA 2001 waivered clinician who is prescribing or authorizing the
individual’s MAT
* May be provided by an ABAM, APA or ACGME certified addiction medicine
or addiction psychiatry physician who follows the patient regularly, with or
without other MAT treatment
That such treatment must be treated as a clinical trial because the outcomes of
the use of cannabis as a treatment or adjunct for OUD are unknown. To that end






* The certifying clinician and/or patient must complete and submit a
quarterly data sheet (TBD) to DHHS

» Tracking/analysis of data must be performed

* Policy may be changed based on clinical trial findings and on evolving
scientific literature.

Summary of findings of report supporting approval:

More studies on cannabis and individual cannabinoids are needed to clarify cannabis
and cannabinoid actions on opioid reward, opioid misuse, and opioid use disorder. The
current evidence on cannabis and opioid misuse/use disorder is somewhat conflicting;
however, taken in aggregate, available studies lean towards indicating that cannabis
use is associated with greater risk of opioid misuse and poorer functional outcomes.
The cannabinoid CBD, and possibly other specific cannabinoids under study, appear to
have promise in treatment of OUD. Testimonials from individuals suggest some people
with OUD may experience improvement with use of cannabis.

Consideration of cannabis as a potential therapeutic agent in the context of OUD must
take into consideration potential risks for misuse and potential compounding of addiction
and, if authorized for use in this context, care must appropriately structured to avoid
potential harm.

Specific points:

* CBD alone may be helpful in reducing anxiety and craving in early abstinence
from opioids in OUD

* Impact of cannabis on retention in OUD treatment is not clear (one study
suggests increased retention, one the opposite)

* Cannabis use appears to be associated with higher risk of development of opioid
use disorder in the future

* Cannabis use during opioid therapy of pain appears to be associated with
increased risk of opioid misuse and/or OUD

* Persons with OUD who also have cannabis use disorder have poorer functional
outcomes (homelessness and inpatient hospitalizations) but receive fewer
prescriptions for opioids.

* Initially promising epidemiological findings suggesting that therapeutic cannabis
availability reduces opioid overdose deaths on a population wide basis have not
held up over time.

* Numerous anecdotal reports suggest that a subset of persons find cannabis
helpful in recovery from OUD. This could be through palliation of OUD
associated symptoms (sleep disturbance, pain, etc) or through direct effects on
limbic reward and addiction mechanisms. Future studies might include analysis
of the experiences of advocates who have recovered from OUD through use of
cannabis.





Public comments:

Two people. One noted that cannabis helped his brother in recovery from OUD. The
other noted that cannabis helped her personally in recovery from dysfunctional use of
alcohol, cocaine and opioids.

Discussion:

Robust discussion ensued but agreement could not be reached. Approval of CBD alone
was considered but the current certification process does not provide for CBD-only
certification and most CBD (except Epidiolex) contains some THC. Approval restricted
to certain providers was discussed and became the motion but was defeated as noted
in the vote above. It is important to note that there are three addiction specialists on the
board and they each voted against adding OUD as a qualifying condition at this time.
The board looks forward to more data and potentially revisiting this condition in the
future.

LYME DISEASE (HB 461)

HB 461 requested Lyme Disease as a qualifying condition but the sponsor wished to
broaden it to tick-borne illnesses (TBI).

Recommendation: Do not include as a qualifying condition.
Vote: 2-8 on the recommendation to approve TBI as a qualifying diagnosis.
Summary:

The draft report recommended approval as a free-standing condition with the following
rationale:

1. Currently, no evidence-based studies specific to cannabis use with regard to
Tickborne Diseases are available - however, the anti-inflammatory, analgesic, anxiolytic
and neuroprotective action of cannabis has been well documented, as has its clinical
impact on reducing pain, nausea, anxiety, insomnia and discomfort from dermal rashes.

2. Patients with chronic persistent Tickborne Disease infection typically suffer from
multiple symptoms including fatigue, impaired cognition (“brain fog”), sleep disorders
and pain syndromes. As attested by Forest Steinberg and Jessica Labrie (written
testimony) as well as noted by some clinicians, many of these symptoms have been
reportedly relieved (or significantly reduced) through therapeutic cannabis use.

3. Potential TBI in NH
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~ Lyme disease

~ Babesiosis

~ Ehrlichiosis

~ Bartonella

~ STARI

~ Rocky Mountain Spotted Fever
~ Anaplasmosis

~ Relapsing Fever

~ Powassan Virus disease

~ Heartland Virus

4. Tickborne diseases cause multiple symptoms- including:

~ Rash (various rashes dependent upon type of TBD)
~ Fever, chills

~ Diaphoresis

~ Severe headache

~ Insomnia

~ Profound fatigue

~ Muscle & joint pain

~ Anxiety

~ Lymphadenopathy

~ Arthropathies

~ Neuropathic pain

~ Nausea/vomiting/diarrhea
~ Anorexia

~ Seizures

~ Muscular atrophy

~ Numbness in extremities
~ Tremors

5. Due to the number of Tickborne Diseases, multitude of potential symptoms and
varying clinical presentation, recommend approval as a free-standing qualifying
condition.

Though there are no evidence-based studies specifically regarding cannabis with TBI,
the report included many references — some studies referencing specific symptom
management with cannabis (though not in the context of TBI), some professional
statements, and statements from others regarding their success with regard to using
cannabis to reduce symptom burden and two written responses submitted as part of the
public hearing.
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Discussion:

The board noted the lack of any evidence-based studies and expressed concern about
approval based only on anecdotal evidence.

It was pointed out that many of the symptoms of TBI are already included as qualifying
symptoms in the the therapeutic cannabis statute and could be approved using the
current statutory language of RSA 126-X:1-1X.(a) (1) “...one or more injuries or
conditions that has resulted in one or more qualifying symptoms under subparagraph

(2).”

Concern was expressed about people being certified for early-stage TBI rather than
receiving appropriate antibiotic treatment.

After discussion, the vote noted above was taken to not include tick-borne iliness as a
qualifying condition.
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Committee members,

| AM SENDING THISAGAIN ASFOR SOME REASON THERE WASA LARGE SPACE
BETWEEN THE BODY OF THE MESSAGE AND THE ATTACHMENTS. NOW YOU SHOULD
BE ABLE TO SEE THEM MORE EASILY

Asthe chair of the Therapeutic Cannabis Medical Oversight Board, | will be testifying on HB 89, HB 599,
and HB 605.

My testimony for each bill is attached below, along with a suggested amendment for HB 89.

For those who really want to go into the weeds (I could not resist that) | have attached a report to HHSEA
from TCMOB regarding adding as qualifying conditions opioid use disorder and insomnia.

Jerry Knirk
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HB 89 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of
the Chief Medical Officer of DHHS, a qualifying patient representative, a clinical
representative from an ATC and ten medical providers from various fields,
charged with the task of advising the therapeutic cannabis program on medical
issues, including qualifying conditions.

Last year the TCMOB devoted a great deal of time to considering the condition of
insomnia as part of an evaluation of HB 461 which died a COVID death.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and insomnia and a thorough
discussion. TCMOB was very diligent utilizing their personal experience,
exhaustive literature reviews, and testimonials from patients to make their
recommendation.

For those new to the therapeutic cannabis program, qualifying conditions are in
RSA 126-X and are the conditions for which a patient may be qualified to be
certified to use therapeutic cannabis in New Hampshire. The qualifying
conditions include three stand-alone conditions or the combination of a qualifying
diagnosis with an associated qualifying symptom.

TCMOB voted 9-1 to recommend the addition of moderate to severe insomnia as
a qualifying symptom.

The majority of the studies suggests that the use of THC and THC derivatives,
alone or in combination with CBD, may improve self-reported sleep quality,
decrease sleep disturbances, and decrease sleep onset latency. Studies are
limited in reaching any conclusions, but overall point to more beneficial effects
than deleterious.

Many available pharmacological treatments for insomnia and primary sleep
disorders are limited by side effects, and in some cases addiction liability. The
benefits of some prescription sleep medications are noted to be minimal such as
only falling asleep six minutes faster on average and only adding at a total of 16
minutes total sleep time on average. These minimal improvements often come
with increased risks of next-day drowsiness, confusion, increased traffic
accidents, hallucinations or sleep paralysis.





Cannabinoids have also been associated with adverse events such as dizziness,
cognitive impairment, increased risk of motor vehicle accidents, psychosis,
dependence, depression, and anxiety so should also be used with caution.

Some medications currently used to treat insomnia can affect sleep architecture,
but one study suggested that cannabinoid preparations (or dosing) may have
fewer effects of sleep architecture than traditional medications. The particular
preparation and dosing of cannabinoids may be an important factor and more
research is needed.

Improving sleep habits and behavioral therapy should still be the first line
treatments but TCMOB feels that therapeutic cannabis is a reasonable
alternative when those do not suffice.

| have also prepared an amendment 2021-0437h to HB 89 to consider adding
Autism Spectrum Disorder (ASD) as a stand-alone condition. This is a result of
work TCMOB did last year evaluating SB700 which aimed to add ASD as a
qualifying condition but died a COVID death. We were surprised when Senator
Reagan did not file it again and the board agreed that it would be reasonable to
offer an amendment to HB 89, with the agreement of the sponsor, to add ASD as
a stand-alone condition. TCMOB voted 9-0 to add ASD as a stand-alone
qualifying condition.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and autism and a thorough
discussion. There are studies underway looking at the use of therapeutic
cannabis in autism spectrum disorder but strong evidence is lacking. Testimony
at the hearing and written testimony provided compelling anecdotal evidence of
the usefulness in treating agitation seen in individuals with ASD and the
desperation of parents and caregivers with such behavior, but also identified a
patient whose experience with cannabis was negative with a poor outcome.
Particular concerns are present regarding the deleterious effects of cannabis on
the developing brain which makes the use of therapeutic cannabis in young
patients concerning.

Given these concerns, the TCMOB recommends the addition of autism spectrum
disorder as a stand-alone condition for those 21 and over without restriction and
for those under age 21 with very specific safeguards for that population. We
voted to add the requirement of evaluation by a provider of child or adolescent





psychiatry or pediatric neurology who confirms that the ASD has not responded
to previously prescribe medication or that the other treatment options produced
serious side effects and supports certification for the use of therapeutic cannabis.

As the Therapeutic Cannabis Medical Oversight Board chair and the Board’s
appointed legislative liaison, and with the concurrence of DHHS staff, | offer
amendment 2021-0437h to HB 89. The proposed amendment differs from the
Board’s motion for recommendation in one substantive area: that is, the
amendment includes the inclusion of a Developmental Pediatrician as a provider
specialist who can provide the required consultation for those patients under 21.
That was added to improve provider access given the paucity of the other two
types of providers.

Rep. Knirk, Carr. 3
Rep. Vail, Hills. 30
February 18, 2021

2021-0437h

11/10

Amendment to HB 89-FN

Amend the bill by inserting after section 1 the following and renumbering the original section 2 to

read as 3:

2 New Subparagraphs; Use of Cannabis for Therapeutic Purposes; Definitions. Amend RSA
126-X:1, IX(b) by inserting after subparagraph (3) the following new subparagraphs:
(4) Autism spectrum disorder in adults 21 years of age or older.
(5) Autism spectrum disorder in people under 21 years of age with the requirement
of a consultation with a certified provider of child and/or adolescent psychiatry, developmental

pediatrics, or pediatric neurology, who confirms that the autism spectrum disorder has not

responded to previously prescribed medication or for which other treatment options produced serious
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side effects and who supports certification for the use of therapeutic cannabis.






HB 599 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is
composed of the Chief Medical Officer of DHHS, a qualifying patient
representative, a clinical representative from an ATC and ten medical
providers from various fields, charged with the task of advising the
therapeutic cannabis program on medical issues, including qualifying
conditions.

HB 599 is an unnecessary and unworkable bill, reflecting a lack of
knowledge of the complexities of medical decision making and of how the
TCMOB functions.

The first part of the bill requires a review and recommendation regarding
qualifying conditions in a 90 day time period by the Chief Medical Officer of
DHHS who, contrary to what is stated in the bill, is not the chairperson of
the board. | am currently the chair. Proper evaluation of a qualifying
condition requires much more consideration than that. In my testimony
regarding other qualifying conditions which have been considered by the
TCMOB you have probably noted the detailed process we have followed.

When TCMOB evaluates a qualifying condition or symptom, we first
discuss the condition at a board meeting and appoint a subcommittee to
research the literature. The subcommittee reports back to the board at a
subsequent meeting. We hold a public hearing on the condition and written
comments are accepted. A draft report combining the scientific evidence
and the hearing testimony is then prepared by the subcommittee and
presented to the full board who discusses the issue, drafts language for
any special considerations, and finalizes its recommendation to the
legislature. TCMOB functions very well and is diligent utilizing their
personal experience, exhaustive literature reviews, and testimonials from
patients to make its recommendation.

This bill would side-step this process and force the Chief Medical Officer of
DHHS to conduct an inappropriately superficial evaluation of as many as
21 different conditions. Our long range work plan includes reviewing current





qualifying conditions, giving due diligence to the process and that plan
should not be circumvented.

The second part of the bill is unnecessary. As a public body, members of
the TCMOB already must submit financial disclosure forms just as we
legislators do. The inclusion of participation of a representative or the ATCs
and some providers who certify patients is not a liability in the deliberations.
They are essential for us to make recommendations which are scientifically
sound and are workable for the providers, patients, and the ATCs. The
requirement in this part of the bill would hold TCMOB board members to a
higher level than we hold legislators, who are required to file disclosure
forms but are not required to disclose their interests each time before
participation in any matter before the board.

| urge ITL on HB 599 as it is compromises the ability of the TCMOB to
make sound scientific decisions which take into account the needs of the
patients, providers, the ATCs and the therapeutic cannabis program.






HB 605 testimony Feb 23, 2021
Rep Jerry Knirk, Chair Therapeutic Cannabis Medical Oversight Board

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of the Chief
Medical Officer of DHHS, a qualifying patient representative, a clinical representative
from an ATC and ten medical providers from various fields, charged with the task of
advising the therapeutic cannabis program on medical issues, including qualifying
conditions. | will confine my testimony to the portions of the bill which fall under the
purview of the Therapeutic Cannabis Medical Oversight Board (TCMOB).

OPIOID USE DISORDER

HB 605, page 1, lines 22-28 adds opioid use disorder as a qualifying condition. This
language stems from the 2019 retained bill HB 366 which sought to add Opioid Use
Disorder (OUD) as a qualifying condition. TCMOB considered this condition in detail
with preliminary discussion, a public hearing, and robust discussion in a couple
meetings to eventually reach a potential recommendation. The question of using
therapeutic cannabis in OUD is complicated.

First it is important to understand that cannabis does have benefit in treating chronic
pain, either replacing an opioid or decreasing the required dose of opioid for the patient
to have sulfficient relief. This fact by itself does not prove that cannabis can successfully
treat OUD. OUD is different than chronic pain as it is an addiction with craving and life
disruption.

Cannabis has multiple bioactive cannabinoids and terpenes which have different
physiologic effects. THC, the psychoactive component which causes euphoria
stimulates the reward system, therefore it has addictive properties and may be
counterproductive in treating OUD. CBD may be helpful in reducing anxiety and craving
in early abstinence from opioids so may have a role in treating OUD by reducing the risk
of relapse.

In 2019, TCMOB worked hard to develop compromise language to allow OUD as a
qualifying condition with strict parameters that it should be certified only by a clinician
waivered to provide medication assisted treatment for OUD or by a certified addiction
medicine or addiction psychiatry physician and to be used to treat cravings or
withdrawal. The certifying provider can require that the ATC provide CBD-dominant
therapeutic cannabis. Ultimately TCMOB voted to not approve OUD as a qualifying
condition though the decision was split with the board vote to approve the compromise
language failing 4-6.

In spite of the recommendation not to add OUD as a qualifying condition, HHSEA voted
to approve OUD as a stand-alone condition with the restrictions placed by TCMOB. HB
366 passed the House but died on the table in the Senate due to COVID.

TCMOB did not formally re-vote on the recommendation but did recommend further
clarification of the language by further restricting the certifying prover to be the wavered





physician providing MAT for that individual patient. The language in HB 605 should
be amended to read as follows:

4 New Subparagraph; Use of Cannabis for Therapeutic Purposes;
Definitions. Amend RSA 126-X:1, IX(b) by inserting after subparagraph (3)
the following new subparagraph:

(4) Opioid use disorder, with the following restrictions:

(A) When certified only by a Drug Addiction Treatment Act (DATA 2000)
waivered clinician providing medication assisted treatment for opioid use
disorder for the individual patient or a certified addiction medicine or
addiction psychiatry physician; and

(B) With associated symptoms of cravings and/or withdrawal.

INSOMNIA

HB 605 contains language to add moderate to severe insomnia to the list of qualifying
symptoms. Last year the TCMOB devoted a great deal of time to considering the
condition of insomnia as part of an evaluation of HB 461 which died a COVID death.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and insomnia and a thorough discussion.
TCMOB was very diligent utilizing their personal experience, exhaustive literature
reviews, and testimonials from patients to make their recommendation.

For those new to the therapeutic cannabis program, qualifying conditions are in RSA
126-X and are the conditions for which a patient may be qualified to be certified to use
therapeutic cannabis in New Hampshire. The qualifying conditions include three stand-
alone conditions or the combination of a qualifying diagnosis with an associated
qualifying symptom.

TCMOB voted 9-1 to recommend the addition of moderate to severe insomnia as a
qualifying symptom.

The majority of the studies suggests that the use of THC and THC derivatives, alone or
in combination with CBD, may improve self-reported sleep quality, decrease sleep
disturbances, and decrease sleep onset latency. Studies are limited in reaching any
conclusions, but overall point to more beneficial effects than deleterious.

Many available pharmacological treatments for insomnia and primary sleep disorders
are limited by side effects, and in some cases addiction liability. The benefits of some
prescription sleep medications are noted to be minimal such as only falling asleep six
minutes faster on average and only adding at a total of 16 minutes total sleep time on
average. These minimal improvements often come with increased risks of next-day
drowsiness, confusion, increased traffic accidents, hallucinations or sleep paralysis.





Cannabinoids have also been associated with adverse events such as dizziness,
cognitive impairment, increased risk of motor vehicle accidents, psychosis,
dependence, depression, and anxiety so should also be used with caution.

Some medications currently used to treat insomnia can affect sleep architecture, but
one study suggested that cannabinoid preparations (or dosing) may have fewer effects
of sleep architecture than traditional medications. The particular preparation and dosing
of cannabinoids may be an important factor and more research is needed.

Improving sleep habits and behavioral therapy should still be the first line treatments but
TCMOB feels that therapeutic cannabis is a reasonable alternative when those do not
suffice.

PREGNANCY AND CANNABIS USE

The part of the bill regarding education of patients regarding the use of cannabis in
pregnancy has already been addressed by HB 163 in an even more robust manner to
also include education regarding cannabis use in adolescents.

AUTISM SPECTRUM DISORDER

TCMOB recommends the addition of an amendment to HB 605 to consider adding
Autism Spectrum Disorder (ASD) as a stand-alone condition. This is a result of work
TCMOB did last year evaluating SB700 which aimed to add ASD as a qualifying
condition but died a COVID death. We were surprised when Senator Reagan did not
file it again and the board agreed that it would be reasonable to offer an amendment to
HB 605, with the agreement of the sponsor, to add ASD as a stand-alone condition.
TCMOB voted 9-0 to add ASD as a stand-alone qualifying condition.

The process of evaluating this condition included a public hearing, review of the
literature regarding therapeutic cannabis use and autism and a thorough discussion.
There are studies underway looking at the use of therapeutic cannabis in autism
spectrum disorder but strong evidence is lacking. Testimony at the hearing and written
testimony provided compelling anecdotal evidence of the usefulness in treating agitation
seen in individuals with ASD and the desperation of parents and caregivers with such
behavior, but also identified a patient whose experience with cannabis was negative
with a poor outcome. Particular concerns are present regarding the deleterious effects
of cannabis on the developing brain which makes the use of therapeutic cannabis in
young patients concerning.

Given these concerns, the TCMOB recommends the addition of autism spectrum
disorder as a stand-alone condition for those 21 and over without restriction and for
those under age 21 with very specific safeguards for that population. We voted to add
the requirement of evaluation by a provider of child or adolescent psychiatry or pediatric
neurology who confirms that the ASD has not responded to previously prescribe
medication or that the other treatment options produced serious side effects and
supports certification for the use of therapeutic cannabis.





As the Therapeutic Cannabis Medical Oversight Board chair and the Board’s appointed
legislative liaison, and with the concurrence of DHHS staff, | suggest the language for
the amendment to HB 605 as below. The proposed amendment differs from the Board’s
motion for recommendation in one substantive area: that is, the amendment includes
the inclusion of a Developmental Pediatrician as a provider specialist who can provide
the required consultation for those patients under 21. That was added to improve
provider access given the paucity of the other two types of providers. Note that the
numbers will need to be different if the section on OUD remains in the bill.

2 New Subparagraphs; Use of Cannabis for Therapeutic Purposes; Definitions. Amend
RSA 126-X:1, IX(b) by inserting after subparagraph (3) the following new
subparagraphs:

(4) Autism spectrum disorder in adults 21 years of age or older.

(5) Autism spectrum disorder in people under 21 years of age with the requirement of a
consultation with a certified provider of child and/or adolescent psychiatry,
developmental pediatrics, or pediatric neurology, who confirms that the autism spectrum
disorder has not responded to previously prescribed medication or for which other
treatment options produced serious side effects and who supports certification for the use
of therapeutic cannabis.






RECOMMENDATIONS OF THE THERAPEUTIC CANNABIS MEDICAL OVERSIGHT
BOARD REGARDING HB 366 AND HB 461

Rep. Jerry Knirk, TCMOB member and liaison to the legislature
Oct 12, 2019

The Therapeutic Cannabis Medical Oversight Board (TCMOB) is composed of the
medical director of DHHS, a qualifying patient, a clinical representative from an ATC and
ten medical providers from various fields, who have the task of advising the therapeutic
cannabis program on medical issues, including qualifying conditions. The TCMOB
devoted a great deal of time to considering the conditions included in HB 366 and HB
461.

We had preliminary discussions at one meeting and appointed subcommittees to
consider each condition. At a subsequent meeting those subcommittees reported their
initial findings. We held a public hearing on the four conditions on September 25 and
written comments were accepted. Draft reports were prepared by a member of each of
the subcommittees and circulated to the board. The board then met on October 9 to
finalize recommendations on these four conditions to advise the Health and Human
Services and Elderly Affairs Committee of the House of Representatives for their
consideration when deciding the disposition of these bills.

The group was very diligent utilizing their personal experience, exhaustive literature
reviews, and testimonials from patients to make their recommendations.

Final reports have not been completed at this time. | am summarizing the findings in
this document utilizing portions of the draft reports and have obtained permission to
circulate the draft reports for the two conditions upon which we had good agreement on
the recommendation, agreeing with the report. For the conditions in which the board
had conflicting reports or when the decision was not in agreement with the report, | have
summarized the reports and the discussion.

INSOMNIA (HB 461)

Recommendation: Include as a qualifying symptom

Vote: 9-1

Summary:

1. The majority of the studies suggests that the use of THC and THC derivatives, alone

or in combination with CBD, may improve self-reported sleep quality, sleep
disturbances, and decreased sleep onset latency





2. Despite the importance of sleep, most of the studies examined sleep as a secondary
outcome; there is a lack of placebo-controlled trials examining the use of cannabinoids
specifically for treatment of sleep disorders.

3. Many of the available studies used nonstandardized, non-validated questionnaires
and subjective sleep measures, which leaves something to be desired in terms of the
validity of data.

4. Available pharmacological treatments for insomnia and primary sleep disorders
include medications such as benzodiazepines and non-benzodiazepine hypnotics. In
addition, many other medications are used off label for the treatment of the symptoms.
Many of these medications are limited by side effects, adverse effects, and in some
cases addiction liability. Cannabinoids have also been associated with some adverse
events such as dizziness, cognitive impairment, increased risk of motor vehicle
accidents, psychosis, dependence, depression, and anxiety.

5. Some medications currently used to treat insomnia can affect sleep architecture, but
in the study of obstructive sleep apnea patients treated with dronabinol there was no
effect seen on sleep architecture, suggesting that cannabinoid preparations (or dosing)
may have fewer effects of sleep architecture compared to traditional medications. This
does conflict with the results of other studies which demonstrate changes in objective
sleep measures following various formulations of cannabis/cannabinoids. Thus the
particular preparation and dosing of cannabinoids may be an important factor and more
research is needed.

6. Interpretation of the data from the studies is hampered by sample sizes which limits
the statistical power of the results. The majority of studies were not looking at sleep as
the primary outcome and focused on cannabinoids in the treatment of another primary
illness, making it less clear that beneficial effects on sleep are secondary to the
successful treatment of the underlying condition and not a direct effect.

7. Future studies are recommended with trial designs to investigate sleep as the
primary outcome, have larger sample sizes, validated subjective measures, and
objective assessments and to study the effects of cannabinoids in individuals with well-
defined sleep disorders. Additionally, the optimal dosing and optimal balance of THC:
CBBD ratio for the treatment of sleep disorders remains unknown.

Public Comments:

Two comments were received in favor of adding insomnia and anxiety to the list of
qualifying conditions; insomnia was not separated out in the comment





Special considerations:

i. Pediatric population: unknown effects on the developing brain

ii. Pregnant women: unknown effects on the developing fetus

iii. Insomnia as a single diagnosis or secondary (associated) one. EX:
it may be very useful for pain-mediated insomnia and not useful for
depression-mediated insomnia

iv. CBD vs. THC vs. whole plant extract containing both. It may be that
the CBD alone is adequate and most therapeutic, as in epilepsy
treatment.

v. Studies are limited in reaching any conclusions, but overall point to
beneficial effects more than deleterious

vi. At what point can we hope to apply a scientific approach to medical
marijuana, or should it be regarded in a different category,
somewhere in the alternative medicine area, not subject to the
standards of the allopathic medical profession?

Discussion:

Discussion reflected the points made in the report and the above noted vote was taken
to include insomnia as a qualifying symptom. Motion was made to make insomnia a
free-standing condition and that motion was defeated.

ANXIETY (HB 461)

Recommendation: Do not approve as a qualifying symptom, diagnosis or free-standing
diagnosis/condition

Vote: 8-2
Summary:

It would be irresponsible to recommend addressing “anxiety” in isolation, as a symptom
rather than as part of a specific diagnosis - which requires careful assessment.

Recommend against chronic use of any THC-containing product (including whole plant)
for management of any anxiety spectrum condition, or for use in anyone with any co-
morbid anxiety disorder. THC has some evidence for harm in terms of worsening
symptomatology particularly in adolescents where suicidality may arise. Acutely and
situationally, there may be evidence that low dose THC can improve anxiety while high
dose can worsen and induce panic attacks but findings are mixed.





The evidence for CBD-only products (including whole plant) is equivocal. Acute
pretreatment (hence not chronic use) in those with the Social Anxiety Disorder type may
be effective, although clear conclusions cannot be drawn (limited data). Chronic CBD
when combined with THC may worsen anxiety exponentially.

Regarding anxiety as a symptom in those with pain conditions there is emerging
evidence of worsening anxiety when whole plant cannabis is concomitantly used with
(opioid) pain regimens.

If however anxiety is approved as a qualifying symptom or condition, would recommend
any decisions regarding certifications for any particular anxiety disorder to physicians
trained in psychiatric disorders who can: make the specific anxiety diagnosis; recognize
psychiatric and addictive comorbidities; and are able to provide interventions if
suicidality arises. Additionally, extreme diligence is required when cannabinoids are
used concomitantly with evidence based pharmacological treatment modalities for
management of anxiety due to synergistic sedative effects and drug : herb interactions
that can be lethal.

Important concepts to consider:

1. Anxiety is not a single condition but an umbrella term, each subset with unique
underlying neurobiological basis requiring specifically-crafted management:
Anxiety (Disorders) per DSM-5:

a. Generalized Anxiety Disorder
b. Phobias and Specific phobias

c. Agoraphobia
d. Social Anxiety Disorder
e. Separation Anxiety Disorder

2. Anxiety disorders are highly prevalent - 33.7% of population is affected by an
anxiety disorder during their lifetime (highest of all mental ilinesses).

3. Anxiety are highly comorbid with other psychiatric and addictive disorders - >90%
of individuals with an anxiety disorder have another concurrent psychiatric
condition. Depressive disorder is most frequent (76.7%), followed by addictive
disorders (35.9%) and bipolar (22.3%)

4. There is evidence for harm (worsening symptoms, increased disease burden,
development of suicidality) when whole plant and THC only is used by those with
bi- or uni-polar depression





5. Whole plant contains >500 constituents each found in various proportions with
significant pharmacodynamics and pharmacokinetic interactions with other

psychopharmacological agents

6. American Psychiatric Association — “There is currently no scientific evidence to
support the use of cannabis as an effective treatment for any psychiatric illness.
Several studies have shown that cannabis use may in fact exacerbate or hasten
the onset of psychiatric illnesses. This includes the contribution of cannabis to
symptoms of mood disorders, anxiety and psychosis, particularly in young
adulthood. Cannabis use is associated with the emergence of mood disorders,
particularly symptoms of bipolar disorder, among those with a family history of
mood disorder.”

7. In adolescents, regular cannabis use is associated with increased incidence of

anxiety disorders as well as increased depression, suicidal ideation, use of other
substances and risky behavior.

8. Regular cannabis use is associated with an increased risk of developing a
cannabis use disorder (9% of episodic users become dependent, and 25-50%
daily users).

9. Acute THC-only administration is dose dependent — low doses anxiolytic while
higher induce anxiety. Acute CBD co-administration has mixed findings (Boggs et
al 2018)

10. Animal studies show chronic co-administration of CBD and THC; greater anxiety
symptoms than induced by THC alone at high doses (Klein et al 2011)

11.National Academy of Sciences (2017): Moderate level of evidence supports that
whole plant use is associated with: increased incidence of social anxiety disorder
in regular users (also increased risk for developing depressive disorders;
increased incidence of suicidal ideation and behavior)

Public comments:

Comments from four people, discussing personal experience, observed experience in a
friend or in patients being treated and one from a person from the retail sector. All
supported cannabis for anxiety with anecdotes but no study data.

Discussion:

Discussion reflected the points made in the report, specifically noting the need to
diagnose the cause of the anxiety and consider specific treatment, the uncertain of
response to cannabis and dose-dependence, and the associated risks. The above
noted vote was taken to not include anxiety as a qualifying symptom or condition.





OPIOID USE DISORDER (OUD) (HB 366)

Recommendation: Do not approve as a qualifying condition.

Vote: 4-6 on a vote to approve the following motion [edited here for brevity]:
That OUD not be an indication for therapeutic cannabis certification through the
current general therapeutic cannabis certification process.
That certification for OUD:

* May be provided as an adjunct in the context of evidence-based MAT by a
DATA 2001 waivered clinician who is prescribing or authorizing the
individual’s MAT

* May be provided by an ABAM, APA or ACGME certified addiction medicine
or addiction psychiatry physician who follows the patient regularly, with or
without other MAT treatment

That such treatment for OUD must be treated as a clinical trial because the
outcomes of the use of cannabis as a treatment or adjunct for OUD are
unknown.

Summary of presented reports:

Two draft reports were submitted, one with recommendation that OUD not be approved
as a qualifying condition and the other report proposing a restricted approval.

The report opposing approval noted:

1. Cannabidiol (CBD) shows promise in reducing craving for opioids, reducing anxiety
associated with withdrawal symptoms and decreasing cognitive and emotional stress
vulnerability. Thus a function for CBD in reducing the risk of relapse. CBD has low
reinforcing properties with limited abuse potential and may inhibit drug seeking
behavior.

2. Conclusions from both animal and human studies demonstrate that THC is a
psychoactive compound with rewarding effects and addictive properties. THC increases
the use of illicit opioids, can cause significant anxiety in the individual and is not
recommended by authoritative individuals nor organizations to be associated with
treating opioid use disorder.

3. While cannabis has been used for pain control and has been touted to reduce the
use of opioids in pain conditions, thereby ostensibly reducing the risk of developing
opioid use disorders, this is not the same as treating opioid use disorder. Currently
there are FDA approved medications for opioid use disorder and these show





significant reduction in overdose deaths, reduction in HIV and Hep B and C
transmission among other therapeutic outcomes. The addition of cannabis in its
whole form is controversial and organizations such as the American Society of
Addiction Medicine hold a position against promoting cannabis for medical use never
mind treatment of OUD.

4. Patients who have a diagnosis of an opioid use disorder have a higher risk of use
disorders of other types as well. There have been suggestions that use of cannabis (ie,
smoked, THC) increases the risk of use of other addictive substances including opioids.
Additionally, treatment strategies for addiction include those that reduce the risk that the
patient be using any psychoactive substances and work on managing the illness with
behavioral health changes as well as medications.

5. Since the above recommendation would be to have restrictions on certifying for
therapeutic cannabis, and limiting the product to CBD only, it is recommended to
consider using a current product that is available, Epidiolex, to be prescribed off label.

The report supporting limited approval recommended:

That pure CBD be available for use in management of opioid withdrawal and as
an adjunct to evidence-based interventions for opioid use disorders. (Early
studies are promising and to date no harm has been demonstrated with short
term use, though it should be noted that long term use has not been studied so
effects over time are not known).
* Possibilities for making CBD available to patients include:
= Off label prescription of Epidiolex (pure FDA approved & regulated
CBD)
= Over the counter CBD that has been tested and certified as pure
CBD
= Certification to exclusively certify patients for CBD, not THC
containing products.
That OUD not be an indication for therapeutic cannabis certification through the
current general therapeutic cannabis certification process.
That certification
* May be provided as an adjunct in the context of evidence-based MAT by a
DATA 2001 waivered clinician who is prescribing or authorizing the
individual’s MAT
* May be provided by an ABAM, APA or ACGME certified addiction medicine
or addiction psychiatry physician who follows the patient regularly, with or
without other MAT treatment
That such treatment must be treated as a clinical trial because the outcomes of
the use of cannabis as a treatment or adjunct for OUD are unknown. To that end






* The certifying clinician and/or patient must complete and submit a
quarterly data sheet (TBD) to DHHS

» Tracking/analysis of data must be performed

* Policy may be changed based on clinical trial findings and on evolving
scientific literature.

Summary of findings of report supporting approval:

More studies on cannabis and individual cannabinoids are needed to clarify cannabis
and cannabinoid actions on opioid reward, opioid misuse, and opioid use disorder. The
current evidence on cannabis and opioid misuse/use disorder is somewhat conflicting;
however, taken in aggregate, available studies lean towards indicating that cannabis
use is associated with greater risk of opioid misuse and poorer functional outcomes.
The cannabinoid CBD, and possibly other specific cannabinoids under study, appear to
have promise in treatment of OUD. Testimonials from individuals suggest some people
with OUD may experience improvement with use of cannabis.

Consideration of cannabis as a potential therapeutic agent in the context of OUD must
take into consideration potential risks for misuse and potential compounding of addiction
and, if authorized for use in this context, care must appropriately structured to avoid
potential harm.

Specific points:

* CBD alone may be helpful in reducing anxiety and craving in early abstinence
from opioids in OUD

* Impact of cannabis on retention in OUD treatment is not clear (one study
suggests increased retention, one the opposite)

* Cannabis use appears to be associated with higher risk of development of opioid
use disorder in the future

* Cannabis use during opioid therapy of pain appears to be associated with
increased risk of opioid misuse and/or OUD

* Persons with OUD who also have cannabis use disorder have poorer functional
outcomes (homelessness and inpatient hospitalizations) but receive fewer
prescriptions for opioids.

* Initially promising epidemiological findings suggesting that therapeutic cannabis
availability reduces opioid overdose deaths on a population wide basis have not
held up over time.

* Numerous anecdotal reports suggest that a subset of persons find cannabis
helpful in recovery from OUD. This could be through palliation of OUD
associated symptoms (sleep disturbance, pain, etc) or through direct effects on
limbic reward and addiction mechanisms. Future studies might include analysis
of the experiences of advocates who have recovered from OUD through use of
cannabis.





Public comments:

Two people. One noted that cannabis helped his brother in recovery from OUD. The
other noted that cannabis helped her personally in recovery from dysfunctional use of
alcohol, cocaine and opioids.

Discussion:

Robust discussion ensued but agreement could not be reached. Approval of CBD alone
was considered but the current certification process does not provide for CBD-only
certification and most CBD (except Epidiolex) contains some THC. Approval restricted
to certain providers was discussed and became the motion but was defeated as noted
in the vote above. It is important to note that there are three addiction specialists on the
board and they each voted against adding OUD as a qualifying condition at this time.
The board looks forward to more data and potentially revisiting this condition in the
future.

LYME DISEASE (HB 461)

HB 461 requested Lyme Disease as a qualifying condition but the sponsor wished to
broaden it to tick-borne illnesses (TBI).

Recommendation: Do not include as a qualifying condition.
Vote: 2-8 on the recommendation to approve TBI as a qualifying diagnosis.
Summary:

The draft report recommended approval as a free-standing condition with the following
rationale:

1. Currently, no evidence-based studies specific to cannabis use with regard to
Tickborne Diseases are available - however, the anti-inflammatory, analgesic, anxiolytic
and neuroprotective action of cannabis has been well documented, as has its clinical
impact on reducing pain, nausea, anxiety, insomnia and discomfort from dermal rashes.

2. Patients with chronic persistent Tickborne Disease infection typically suffer from
multiple symptoms including fatigue, impaired cognition (“brain fog”), sleep disorders
and pain syndromes. As attested by Forest Steinberg and Jessica Labrie (written
testimony) as well as noted by some clinicians, many of these symptoms have been
reportedly relieved (or significantly reduced) through therapeutic cannabis use.

3. Potential TBI in NH
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~ Lyme disease

~ Babesiosis

~ Ehrlichiosis

~ Bartonella

~ STARI

~ Rocky Mountain Spotted Fever
~ Anaplasmosis

~ Relapsing Fever

~ Powassan Virus disease

~ Heartland Virus

4. Tickborne diseases cause multiple symptoms- including:

~ Rash (various rashes dependent upon type of TBD)
~ Fever, chills

~ Diaphoresis

~ Severe headache

~ Insomnia

~ Profound fatigue

~ Muscle & joint pain

~ Anxiety

~ Lymphadenopathy

~ Arthropathies

~ Neuropathic pain

~ Nausea/vomiting/diarrhea
~ Anorexia

~ Seizures

~ Muscular atrophy

~ Numbness in extremities
~ Tremors

5. Due to the number of Tickborne Diseases, multitude of potential symptoms and
varying clinical presentation, recommend approval as a free-standing qualifying
condition.

Though there are no evidence-based studies specifically regarding cannabis with TBI,
the report included many references — some studies referencing specific symptom
management with cannabis (though not in the context of TBI), some professional
statements, and statements from others regarding their success with regard to using
cannabis to reduce symptom burden and two written responses submitted as part of the
public hearing.
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Discussion:

The board noted the lack of any evidence-based studies and expressed concern about
approval based only on anecdotal evidence.

It was pointed out that many of the symptoms of TBI are already included as qualifying
symptoms in the the therapeutic cannabis statute and could be approved using the
current statutory language of RSA 126-X:1-1X.(a) (1) “...one or more injuries or
conditions that has resulted in one or more qualifying symptoms under subparagraph

(2).”

Concern was expressed about people being certified for early-stage TBI rather than
receiving appropriate antibiotic treatment.

After discussion, the vote noted above was taken to not include tick-borne iliness as a
qualifying condition.
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HB 89-FN - AS INTRODUCED

2021 SESSION

21-0084

11/04
HOUSE BILL 89-FN
AN ACT adding qualifying medical conditions to the therapeutic use of cannabis law.
SPONSORS: Rep. Vail, Hills. 30; Rep. Chase, Straf. 18; Rep. Laflamme, Coos 3; Rep.

Abramson, Rock. 37

COMMITTEE: Health, Human Services and Elderly Affairs

ANALYSIS

This bill adds moderate to severe insomnia to the definition of "qualifying medical condition" for
the purposes of the use of cannabis for therapeutic purposes law.

Explanation: Matter added to current law appears in bold italics.

Matter removed from current law appears [in-brackets-and-struekthrough:]

Matter which is either (a) all new or (b) repealed and reenacted appears in regular type.



HB 89-FN - AS INTRODUCED

21-0084
11/04
STATE OF NEW HAMPSHIRE
In the Year of Our Lord Two Thousand Twenty One
AN ACT adding qualifying medical conditions to the therapeutic use of cannabis law.

Be it Enacted by the Senate and House of Representatives in General Court convened:

1 Use of Cannabis for Therapeutic Purposes; Definitions. Amend RSA 126-X:1, IX(a)(2) to read
as follows:

(2) A severely debilitating or terminal medical condition or its treatment that has
produced at least one of the following: elevated intraocular pressure, cachexia, chemotherapy-
induced anorexia, wasting syndrome, agitation of Alzheimer's disease, severe pain that has not
responded to previously prescribed medication or surgical measures or for which other treatment
options produced serious side effects, constant or severe nausea, moderate to severe vomiting,
seizures, [ex] severe, persistent muscle spasms, or moderate to severe insomnia; or

2 Effective Date. This act shall take effect 30 days after its passage.



LBA

21-0084
10/28/20
HB 89-FN- FISCAL NOTE
AS INTRODUCED
AN ACT adding qualifying medical conditions to the therapeutic use of cannabis law.
FISCAL IMPACT: [X] State [ 1 County [ ]1Local [ ]None
Estimated Increase / (Decrease)
STATE: FY 2021 FY 2022 FY 2023 FY 2024
Appropriation $0 $0 $0 $0
Indeterminable Indeterminable Indeterminable
Revenue $0
Increase Increase Increase
Expenditures $0 $0 $0 $0
. . [ ]General [ ] Education [ ]Highway [ X] Other - Registry
T g ST Identification Card and Certificate Fund

METHODOLOGY:
This bill adds moderate to severe insomnia to the definition of "qualifying medical condition" for
the purposes of the use of cannabis for therapeutic purposes law. The Department of Health and
Human Services indicates addition of this qualifying medical condition would result in more
patients eligible for the Therapeutic Cannabis Program. To the extent additional patients apply
to the program, there would be an increase in application fee revenue received by the
Department. Under the statutorily mandated self-funding structure of the Therapeutic
Cannabis Program in RSA 126-X and the fee structure established in administrative rule, this
may result in lower annual registration fees for the Alternative Treatment Centers. There
would be an increase in the number of applications processed by the Department, however it is

not expected that the increase would necessitate additional staff.

It is assumed this bill will be effective July 1, 2021.

AGENCIES CONTACTED:

Department of Health and Human Services
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