REPORT OF THE ADVISORY COMMITTEE ON MEDICAL MARIJUANA PETITIONS

I ntroduction and Background

In November 1998, Oregon voters passed the Oregon Medicd Marijuana Act (OMMA) by
initiative balot (the origind Act was subsequently amended by the 70" Legislative Assembly
through chapter 825, Oregon Laws 1999 [HB 3052] and is now codified in Oregon Revised
Statutes at ORS 475.300 to 475.346). The Oregon Hedth Divison (the Divison, or OHD) has
been given the responghility of and authority for implementing various sections of the OMMA.
Among other things, this Act directs OHD to issue registry identification cards to any person
(and to higher dedgnated primary caregiver) who has been diagnosed with a “dehilitating
medicad condition”(DMC), who has written documentation from hisher atending physician that
the medicd use of marijuana may mitigate the symptoms or effects of that person’'s medica
condition, and who meets and fulfills various other requirements, for the purpose of exempting
that person (and hisher desgnated primary caregiver) from crimind prosecution resulting from
posessing, producing (growing), or usng marijuana for medical purposes. (NOTE: see
Appendix A for relevant sections of this satute.)

The Act defines “debilitating medical condition” as any one of three conditions (cancer, gla
coma, or podtive datus for HIV or AIDS) or the trestment of any of these conditions, as well as
any other medicd condition or its treatment that produces, for a specific patient, one or more
specified sequellae (cachexia, severe pain, severe nausea, saizures, or perdsent muscle spasms).

The OMMA further gpecifies that any other medica condition or trestment for a medica
condition or its trestment may be added to the definition of a DMC if it is adopted by OHD by
rule or gpproved by OHD by rule pursuant to a petition for such incluson submitted by any
person. Pursuant to and consgent with Oregon Administrative Procedures, OHD promulgated
and filed Adminigrative Rules (OAR 333-008-090) on April 29, 1999 for reviewing and acting
on such petitions. (NOTE: see Appendix B for OAR 333-008-090).

As of mid-January 2000, OHD had received 9 petitions requesting that 8 conditions be added to
the liss of DMCs, dl 8 of these are psychidric in nature: schizophrenia, schizo-affective disorder,
bipolar disorder, anxiety disorder (with depresson), post traumatic stress disorder [2 petitions],
inomnia/deep  disorder  with anxiety, atention deficit disorder, and agitation/anxiety
accompanying Alzheimer's Disease.  (NOTE:  Appendix C contans the peitions and
accompanying materid submitted by petitioner: this Appendix is Confidential.)

In mid-January 2000, OHD contracted with the Oregon Hedth Policy Inditute (OHPI) to assst
the Divison (1) by fleshing out and developing procedures and protocols for its promulgated
Adminigrative Rules for reviewing petitions to add specific medicd conditions to the list of
DMCs, (2) by convening an expert pand to advise OHD on these petitions pursuant to the
Divison's Rules, (3) by managing and facilitating the work of this pand, and (4) by ddivering a
report to the Divison containing the pand members advice and recommendations regarding
these 9 petitions in order to assg the Divison's in reaching ts find determination to add or not
add any of the petitioned-for conditionsto the list of DM Cs under the OMMA..
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Process and Protocol

The contract with OHPI directed it to develop a process and protocol for OHD’s review and
goprova that would (a) guide the expert pand’s work, (b) bring relevant available science-based
and other vaid evidence to the pand for its review, (¢) encourage a comprehensive and objective
review and evduation of that evidence, and (d) help assure that pand members based ther
recommendations regarding adding or not adding a petitioned-for condition to the lis of DMCs
on ther individua evauation of that evidence.

Based on OHD’s directive, OHPI prepared a draft written Charge to the expert pand dong with
additiond written materids that outlined a protocol for the pand to follow in carying out tha
Charge. This materiad was desgned to guide the pand’s work and hdp assure that the pane
would provide the Divison with the advice and recommendations cadled for in its Rules and
needed by it to make an informed fina determination regarding adding or not adding the any of
the petitioned-for conditions to the lig of DMCs. The State Hedth Officer/Deputy Adminis-
trator of the Divison, and the Manager of the Division's Medica Marijuana Program, both
reviewed and gpproved this materid for digtribution to and use with the pandl.

In addition to the written Charge, this protocol included a statement of the Duties and Respon-
ghilities of pand members a lig of the intended/desired outcomes to be achieved through the
medicd use of marijuana (to guide the pand’s review of evidence regarding wha is known of
the impact of marijuana in treating each of the petitioned-for conditions); a set of 6 explicit
evaudion criteria (to guide the pand’s evduation of that evidence and to help pand members to
decide whether to recommend adding or not adding a petitioned-for condition to the list of
DMCs); a grading scheme based on those used by U.S. Preventive Services Task Force and the
Agency for Hedth Care Policy and Research [now the Agency for Hedthcare Qudity and
Research] (to guide the pand’s evaduation of the quality of the evidence and the strength of the
recommendations that could be made based on that evidence); a worksheet for each pane mem:
ber to individudly fill out for eech of the petitioned-for conditions (to guide pand members
written work and help assure comparability and completeness of each member’'s advice and
recommendations); and guiddines for presenting testimony to the pand (to guide petitioners who
had a right to address the pane regarding their petitions as well as to guide others who were
invited to provide testimony). [NOTE: these materids are appended to this report as part of the
minutes of the panel’ sfirst meeting on February 14, 2000; see Appendix D for meeting minutes]

The expet pand condsted of 7 members agppointed pursuant to the Divison's Adminidrative
Rules which st forth the compostion of such panes (OAR 333-008-090(4), which dtates in part
that “the Division shall appoint an expert panel of five to seven individuals to review a petition.
The members of the panel shall include the Sate Health Officer or designee, other physicians
licensed under ORS 677, at least one patient, at least one patient advocate, and other
professionals knowledgeable about the condition being considered.”) Since al 8 petitioned-for
conditions were psychiatric in nature, the Divison decided that one pand could be gppointed to
review them dl. Working with the Manager of the Divison's Medicd Marijuana Program,
OHPI identified panel members sdected on the basis of their expertise, interest, experience with
gmilar processes and/or familiarity with the issues involved. The Divison reviewed these
selections and gpproved them.
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The 7 pand members included 4 licensed physicians (one of whom was the State Hedth
Officer's dedgnee, one of whom is a psychiatrig practicing & OHSU, one of whom is an
internis who was active in the medica marijuana balot initiative, and one of whom is an intern
ig and medicd director of the Hedth Services Commisson and the Office for Oregon Hedth
Plan Policy and Research); one registered nurse who has worked with medica marijuana patients
and psychiatric patients;, one patient who was granted a medical marijuana card for use in
tresting symptoms of multiple scleross and who was a chief petitioner for the balot measure;
and one patient advocate from Oregonians for Medical Rights which was dso active in the balot
initigtive.  In addition, a second nurse (who is a psychiatric nurse practitioner interested in the
medicind uses of marijuana) was invited to participate in the panel process and to serve as an
unoffidd ad hoc dternate member.

The panel met 3 times between February 14, 2000 and March 27, 2000; minutes of each meseting
are gppended to this report (NOTE: see Appendix D). In addition, a tape recording
(unfortunately, of somewhat poor quality) was made of the second meeting on March 20, 2000 at
which ord testimony was presented by petitioners and other invited participants, the 3 cassette
tapes from that meeting are included in the packet of materid submitted to OHD dong with this

report.

At its fird meeting, the pane reviewed and accepted its Charge and the duties and responsil-
ities of members. The pand aso reviewed, made minor revisons to, and then accepted the
written protocol developed for its use. The State Hedth Officer was present a the beginning of
this meding to welcome members, thank them for their willingness to participate, remind them
of the history and background of the process, and ddiver the pane’s Charge to them. He stated
that dthough the Divison will meke the find determination on each of the 9 petitions, the
pand’s role is to advise and make recommendations to the Division regarding approva or denid.
He then directed pane members to approach their task objectively and to base their advice and
recommendations to the Divison on the best scientific evidence avalade. He further explained
that dthough the pand will review the avalable evidence as a group, each member is to
individudly provide his or her recommendations to the Divison usng the worksheet format in
the pand’s protocol.

The panel aso discussed and accepted some genera ground rules at this first meeting. Members
agreed that the pand would direct its atention soldy to reviewing evidence and making
recommendations that bear on the petitions submitted to the Divison and tha the pand would
not deliberate the content or the pros and cons of the OMMA in generd. The Act and its
provisons, as wdl as the Divison's program for adminigering it, would be taken as given and
would not be topics of discussion. In addition, members agreed that the OMMA permits persons
to petition for, and directs the Divison to rule on, adding a condition to the lis of DMCs rather
than petitioning for and ruling on granting a petitioner a card for the use of medicd marijuana
for the petitioned-for condition. Members thus agreed that they are not to review and evaduate a
petition in terms of permitting the petitioner to be granted a card, but rather in terms of whether
or not to add the condition. The review of evidence and the recommendation made to the
Divison must address the condition rather than the petitioner, and must take account of the
sdfety and efficacy - and the relaive benefits and risks - of treating the condition with medicd
marijuana rather than reying soldy on the individud perceptions of the reative benefits and
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risks experienced and reported by the petitioner or on the petitioner’s particular circumstances.
Finaly, members agreed on what kind of evidence the pane would review and evduae as a
group and on which each member would base his’her advice and recommendations to OHD.

Evidence was collected which evauated the medicd use of marijuana for each of the petitioned-
for conditions as well as for psychiatric conditions in generd. This evidence included published
research (from the peer-reviewed medicd and scientific literature as well as from other sources),
published or copyrighted research reviews government agency reviews (most notably by
committees gppointed by the Inditute of Medicine and the Nationd Inditues of Hedth),
unpublished research and reviews, and persond communications to pand members from
dinicians and researchers.  All of this evidence was didributed to al pand members for ther
review. A numbered copy of each of the 9 petitioners petitions was dso distributed to each
member a the pand’s fird meeting. Members were directed to maintain petitioner corfidenti-
dity and to return their copies of the petitions at the end of the pand’s process. (NOTE: All
evidence reviewed by the pand is appended to this report as Appendix E for review by the
Divison.)

As pat of its review of evidence, the paned heard ord testimony and recelved written testimony
from experts identified by pand members or the Divison. The pand aso heard fom 8 of the 9
petitioners who wished to exercise ther right under the Divison's Adminidrative Rules to
address the pand [OAR 333-008-0090(4)(d)]; 5 did so in person and 3 did so by telephone
during the pand’s second meeting. (NOTE: All written testimony received and reviewed by the
panel is appended to this report as Appendix F; in addition, cassette tape recordings of al ora
testimony accompanies this report for review by the Divison.)

For each petitioned-for condition, esch member reviewed the entire packet of evidence, includ-
ing the actud petition and any ord or written testimony bearing on tha petition, and evauated
that evidence in light of the pand’s Charge and the grading scheme that was part of the pand'’s
protocol. Each member ten decided for him/hersdf which evidence was most compelling, used
that evidence to evauate the petition againg the set of evaduation criteria in the pand’s protocal,
and then completed a worksheet for that condition outlining the reasoning that led to hisher
recommendation to add or not add that condition to the lis of DMCs and documenting the
evidence and raionde tha he/she used to arive a that recommendation. During the pand’s
third and find meeting, members presented, discussed and answered each other’s questions
about ther individud findings and recommendations for each of the 8 petitioned-for conditions.
Following this meeting, each member was given a day and a hdf to review and possbly revise
hisher worksheets in light of other member’s findings and recommendations, and then to submit
ther findized worksheets for compilation into thisfind report.

Advice and Recommendations

Rather than atempting to characterize or summarize in any detal the various recommendations
of each of the 7 pand members for each of the 8 petitioned-for conditions, dong with the
reasoning and rationde behind them, members are being dlowed to “spesk for themsdves’
through the worksheets they each submitted and which are appended verbatim to this report,
unedited and in ther entirety (NOTE: see Appendix G). A generd summay of the individua
recommendations is presented in the Table bedow. Severa observations on this st of
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recommendations, designed to assist the Divison to better understand and more effectively use
them in reaching its find determinations on the petitions, then follow.

Pand Member Recommendations (and Strength of Recommendations) for Each Petition to
Add [Yes/asDisease or Symptom] or Not Add [No] a Condition to theList of Debilitating
Medical Conditions

PANEL MEMBER"
PETITIONED- Rick Joshua | EdGlick, | Teresa [, - Martin | o Kathy

FOR Bayer, | Bover | RN | Keane, Yo La, Y | Weaver,

CONDITION MD | man, MD pvHNp | Klae MD Ray MD

Schizophrenia No No Yes/D No No No Yes No
(Strong) | (Weak) (Weak) | (Weak) | (Strong) (Strong)

Schizo-Affective No No Yes/'D No No No Yes No
Disorder (Strong) | (Weak) (Weak) | (Weak) | (Strong) (Strong)

Bipolar Disorder YesS [No(Inc)| Yes/D | YessD&S| Yes/S |No(Inc)| Yes No
(Weak) (Strong) (Strong)

Anxiety (with Yes/S |No(Inc)| Yes/D |YesD&S| Yes/D [No(Inc)| Yes No
Depression ) (Strong) (Strong) | (Strong) (Strong)

Post Traumatic Stressf No  [No(Inc)| Yes/D | Yes/D | YesD [No(Inc)| Yes No
Disorder (Weak) (Strong) | (Strong) (Strong)

Insomnia (with Covered [No(Inc)| Yes/D | YesD&S| Yes |No(Inc)| Yes No
Anxiety) under (Strong) | (Strong) (Strong)

Anxiety

Attention Deficit No |[No(Inc)| YesD | YedD | YedD |[No(Inc)| Yes No
Disorder (Weak) | (Strong) (Strong)

Agitation of AD-No [No(Inc)| Yes/D | YesdS | Yes/D | YesdD Yes No
Alzheimer’s Disease Ag{'gg’” &S | (Weak) | (Strong) | (Weak) (Strong)

(*) TeresaKeane, PMHNP, participated in the panel’ s process and served as an unofficial alternate member.

(+) Dr. Bayer broke anxiety with depression into 2 separate conditions and completed a separate worksheet for
each one. Hisrecommendation for depression isY es/S (Strong).

These recommendations cannot be properly understood or used without a careful reading of the
worksheets which document how they were arived a and how the individud pand members
sees them being gpplied. The Divison is advised to carefully read each worksheet (including
any generd dStaements that accompany an individud member’s worksheets), taking into account
the evidence on which individua recommendations are based (and the quadlity of that evidence),
how that evidence was evauated and applied, if any opposng evidence (and the qudity of that
evidence) was omitted in reaching a recommendation, the dated rationde for a recommendation
(which may or may not be based on the evidence), any caveats, conditions, or suggested practice
guidelines (and the extent to which they can be implemented and enforced) that accompany the
recommendations, and the extent to which the worksheet of any given member appears to be a
repest or copy of another member's work. The Divison should dso note that the wording of
Criterion 6 in Section Il of the worksheet was changed from the negative to the postive by some
but not all members (based on discussion at the pand’s third meeting); the individud wording of
this criterion must be read carefully on any given worksheet in order to properly interpret how it
was scored and any accompanying written commentary.
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It should be noted that adl members took the pand’s task serioudy and formulated their
conclusons and recommendations based on ther best understanding and evduation of the
avalable evidence, but that different members undersood and evaluated that evidence
differently - frequently being influenced by vaues and beliefs outsde of the pand process. In
many ingances, different paned members relied on the same evidence to reach opposng
conclusons and recommendations.  This was due to the different ways in which individua
members evauated and interpreted the available evidence, or to the extent to which they went
beyond the evidence and relied on vaues and bdiefs in formulating their recommendations.  For
some members, the peer reviewed medica literature and expert tesimony was most compelling,
while for others petitioner testimony and anecdota evidence from users of marijuana was most
compdling, and for 4ill others, other evidence or combinations of evidence proved most
compdling.  Clinician members tended to rey a lees somewhat on ther own cdlinicd
experience, but often reached opposng recommendations based on that experience and ther
interpretation of it. In some ingances, an overriding belief in paient/physician autonomy or the
need to protect patients from the crimind justice system outweighed dl else.

Similarly, recommendations were dl based on the same evduation criteria, but these criteria
were weighted differently by different members, with some conddering evidence-based medica
benefits and risks most heavily and others considering patient/petitioner subjective experience
most heavily.

In sum, the pand process achieved what it was intended to achieve - to provide the Divison not
with a consensus of opinions but rather with a representative range of recommendations based on
a review of a common st of evidence by 7 informed individuds who differentidly gpproached,
interpreted, evaluated, and gpplied that evidence. This process, then, is providing the Divison
with a view of the complexity and nuances of the decison it must make regarding approving or
denying each of the 9 petitions it received, and of ruling to add or not add one or more of the 8
petitioned-for conditions to the lig of “debilitating medical conditions’ under the Oregon
Medicd Maijuana Act. It is now within the Divison's hands to review the materid
accompanying this report and to reach itsfind determinations.
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