SCHOOL OF LAW
CasEWesTERNReserve  Health Matrix: The Journal of Law-
UNIVERSITY Medicine

Volume 26 | Issue 1

2016

America Needs the TREAT Act: Expanding Access
to Effective Medication for Treating Addiction

Barbara Andraka-Christou

Follow this and additional works at: https://scholarlycommons.law.case.edu/healthmatrix

b Part of the Health Law and Policy Commons

Recommended Citation
Barbara Andraka-Christou, America Needs the TREAT Act: Expanding Access to Effective Medication for Treating Addiction, 26 Health

Matrix 309 (2016)
Available at: https://scholarlycommons.]law.case.edu/healthmatrix/vol26/iss1/12

This Article is brought to you for free and open access by the Student Journals at Case Western Reserve University School of Law Scholarly Commons.
It has been accepted for inclusion in Health Matrix: The Journal of Law-Medicine by an authorized administrator of Case Western Reserve University

School of Law Scholarly Commons.


http://law.case.edu/?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
http://law.case.edu/?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
https://scholarlycommons.law.case.edu/healthmatrix?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
https://scholarlycommons.law.case.edu/healthmatrix?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
https://scholarlycommons.law.case.edu/healthmatrix/vol26?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
https://scholarlycommons.law.case.edu/healthmatrix/vol26/iss1?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
https://scholarlycommons.law.case.edu/healthmatrix?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages
http://network.bepress.com/hgg/discipline/901?utm_source=scholarlycommons.law.case.edu%2Fhealthmatrix%2Fvol26%2Fiss1%2F12&utm_medium=PDF&utm_campaign=PDFCoverPages

HEALTH MATRIX - VOLUME 26 - ISSUE 1 - 2016

AMERICA NEEDS THE TREAT AcrT:
EXPANDING ACCESS TO EFFECTIVE
MEDICATION FOR TREATING
ADDICTION

Barbara Andraka-Christou

CONTENTS

I. THE NEED FOR MEDICATION TREATMENT OF OPIOID ADDICTION..310
II.  OVERVIEW OF EFFECTIVE MEDICATIONS .....cuutuiiiinainiieiniienenenne. 318
Al MEtRAAONE ... 319
B VEUTTOL. oo 320

C. BUPTENOTPIITIC ... 321
D. Buprenorphine versus Vivitrol ............cccocoviiiiiiiiiiiiiiiiiiiiiiiiii, 324

E. Buprenorphine versus Methadone.................cccoeevveiiiiiiiiiiiiiiinniinn.. 32
III. EXISTING BUPRENORPHINE REGULATIONS.......c.ociiiiiiiiiiiiiiieane. 327
A. Drug Enforcement Agency Scheduling .............c..cccooeveiiiiiiiiiinnnaiinn. 327
B. Drug Addiction and Treatment Act of 2000 ..............c..ccooevviiiieniii. 330

1. Qualified Physicians ..........ccoociiiiiiiiiiiicc 332

2. Patient Limits ... 332
a. Original Patient LImits ..........coovvieriiieiiiieiiiiiieeiieeieei e 333
b. 2005 AMENAMENT.....cooiiiiiiiiiiiii e 333

C. 2006 AMeEndment..........cooeeueiiiiriiie e 38/

IV. UNDERUSE OF BUPRENORPHINE ........cccoiiiiiiiiiiiiiiiiiiiiieeen 334
A. Cultural Bias Against MAT.........cccooviiiiiiiiiiiiiiiiieeeeeee 38
B. Effects of the War on Drugs.......cc.occeeeiiiiiiiiiiiiiiiiiiiiiiieaeeeii 339
C. Undersupply of Doctors with a DATA Waiver.................ccoceevvenii. 342

D. Patient Limits under DATA .......cc.oovviiiiiiiiiiiiiie e 344

E. Bias from Mental Health Therapists..........cccoeoiiiiiiiiiiiiiiiiiiiiiena 34
F. Cost and Medicaid Limils ..............ccocoviiiiiiiiiiiiiiiiiiiiiieeieee 346
G. Concerns of DIVersion ...........ccouiieeeiiiiiiiiiiiiiiiiiiiieee e 348

V. THE TREAT ACT ittt 348
A. Proposed Provisions of the TREAT Act:.......cccooovveiiiiiiiiiiiiiiinaenn, 349

1. Expansion of the Definition of Practitioner.............cccccccoevniiennn. 349

2. New Patient Limits .......cccccovmmiiiiiiiiiiii e 351

a. Path 1: Practitioners Qualifying via Board Certification ....... . 351

b. Path 2: Practitioners Qualifying via Training Course,

Investigating a Clinical Trial, or Other Methods.................. 351
B. Discussion of the TREAT ACt....c...ccceiiiiiiiiiiiiiiiiiiiiiiiiieeeei 352

1. WHhy 678 GOO ..t 352
T Practicing attorney, member of the Florida Bar Association. Currently

pursuing a Ph.D. in Law and Social Science at Indiana University,

Bloomington. J.D. Indiana University, Bloomington; B.A. University of

Florida.

309



HEALTH MATRIX - VOLUME 26 - ISSUE 1 - 2016
America Needs the TREAT Act:
Expanding Access to Effective Medication for Treating Addiction

2. How to Make the TREAT Act Great..........cocevvvovieniiienieniiennnen 354
a. Federal Funding for Educational Grants.............................. 355
b. Financial Incentives for Medicaid Coverage of Addiction
MediCine. .....c..coouiieiiiii i 357
c. Grants for Physician Certification Courses ..............ccc......... 358
d. Grants to Study Addiction Medicine Underuse ..................... 359
VI CONCLUSION ...uuiiiii e 360

I. THE NEED FOR MEDICATION TREATMENT
oF OPIOID ADDICTION

Opioid overdoses have quadrupled over the last decade in the
U.S.! The Drug Enforcement Agency has reported that more people
died from drug overdoses in the U.S. in 2013—mostly caused by
opioids—than from car accidents.? Some states have been hit
especially hard, such as Kentucky, where deaths from heroin
overdoses increased by 550% from 2011 to 2012.> Most individuals
who overdose on opioids in the U.S. are addicted to either heroin or
prescription painkillers, such as oxycodone.*

Approximately 2.1 million individuals in the U.S. are dependent
on opioid prescription pain killers, and 467,000 are dependent on
heroin. Opioid dependence has many negative (and often tragic)

1. Li Hui Chen et al., Nat’l Cent. for Health Stat., Drug-Poisoning Deaths
Involving Opioid Analgesics: United States 1999-2011 NCHS DATA
BRIEF 1 (2014), http://www.cdc.gov/nchs/data/databriefs/db166.pdf.

2. DRUG ENFORCEMENT ACGENCY, 2015 NATIONAL DRUG THREAT
ASSESSMENT  iii  (2015), http://www.dea.gov/docs/2015%20NDTA
%20Report.pdf. See also Understanding the Epidemic: Overdose deaths
in the United States hit record mnumbers in 2014, CDC.GoOvV,
http://www.cdc.gov/drugoverdose/epidemic/index.html (“The majority
of drug overdose deaths (more than six out of ten) involve and opioid...
78 Americans die every day from an opioid overdose”).

3. DRrRUG FREE KENTUCKY, NORTHERN KENTUCKY’S COLLECTIVE RESPONSE
TO THE HEROIN EPIDEMIC 14 (2013), http://drugfreenky.org/wp-
content/uploads/2013/11/Northern-Kentuckys-Collective-Response-
Final.pdf.

4. See Chen et al., supra note 1.

5. America’s Addiction to Opioids: Heroin and Prescription Drug Abuse:
Hearing on Heroin and Prescription Drug Abuse Before the Senate
Caucus on International Narcotics Control (2014) (statement of Nora
Volkow, Director, National Institute on Drug Abuse)
[hereinafter Hearing on Heroin and Prescription Drug Abuse,
http://www.drugabuse.gov/about-nida/legislative-activities/testimony-
to-congress/2014/americas-addiction-to-opioids-heroin-prescription-drug-
abuse.
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consequences for the opioid-dependent individual, his or her family,
and society.® Costs to the dependent individual include productivity
loss, increased medical costs (especially from emergency room visits
and hospitalization), mental distress, and sometimes death.” Costs to
society include decreased economic productivity, increased medical
costs, and drug-related crimes.® Some cities, like Connersville,
Indiana, have been economically devastated by the ripple effects of
opioid addiction.’

Treatment exists for opioid dependence, but it is underutilized.!
In 2013, an estimated 22.7 million Americans were dependent on or
abused illicit drugs or alcohol, but only 3 million Americans received
treatment for drug dependence."" However, not all treatments for
drug dependence are equally effective, and many common
misconceptions about effective treatment exist.!?

6. See, e.g., SUBSTANCE ABUSE AND MENTAL HEALTH SERVS. ADMIN.,
SUBSTANCE ABUSE PREVENTION DOLLARS AND CENTS: A COST-BENEFITS
ANALYSIS 6-9 (2008), http://www.samhsa.gov/sites/default/files/cost-
benefits-prevention.pdf.; HG Birnbaum et al., Societal Costs of
Prescription Opioid Abuse, Dependence, and Misuse in the United
States, 12 PAIN MED. 657, 658 (2011).

7. See Birnbaum et al., supra note 6.
See id. at 660-61; Jack Rinehart, Connersville ODs Rise to 36 in Just
2Months, THE INDY CHANNEL (Nov. 6, 2014),

http://www.theindychannel.com/news/local-news/connersville-heroin-
ods-rise-t0-36-in-two-months. (“85 percent of the city’s crime rate is tied
directly to heroin use.”)

9. See Network Indiana, Sen. Donnelly Addresses Heroin QOverdoses in
Connersville, INDIANA Pus. MEDIA (Nov. 7, 2014),
http://indianapublicmedia.org/news/heroin-problems-continue-
connersville-74402/.

10. See Hearing on Heroin and Prescription Drug Abuse, supra note 5.

11.  See Behavioral Health Treatments and Services, SUBSTANCE ABUSE AND
MENTAL HEALTH SERVS. ADMIN. (Oct. 16, 2014)
http://www.samhsa.gov/treatment.

12.  See Maia Szalavitz, After 75 Years of Alcoholics Anonymous, It’s Time
to Admit We Have a Problem: Challenging the 12-Step Hegemony,
PACIFIC STANDARD (Feb. 10, 2014), http://www.psmag.com/books-and-
culture/75-years-alcoholics-anonymous-time-admit-problem-74268;
Harlan Matusow et al., Medication Assisted Treatment in US Drug
Courts: Results from a Nationwide Survey of Availability, Barriers and
Attitudes, 44 J. SUBSTANCE ABUSE TREATMENT 473, 479 (2013)
(“Despite evidence of the safety and efficacy of methadone and
buprenorphine to improve outcomes for opioid dependence, we found
that MAT has limited penetration in drug courts. Lack of adoption of
an effective treatment intervention is troubling in light of the increasing
problem of opioid abuse in the United States, the large body of growing
evidence demonstrating MAT’s efficacy in treating it, and the high
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One common misconception is that twelve-step treatment models,
such as Narcotics Anonymous (NA) and its identical twin Alcoholics
Anonymous (AA), are scientifically proven treatments for opioid
dependence.”® In fact, many scientists do not consider NA and AA to
be evidenced-based treatment for opioid dependence. The National
Institute on Drug Abuse describes twelve-step groups as merely a
supplement to effective addiction treatment.” However, twelve-step
groups are the primary form of treatment for drug dependence in 90%
of in-patient rehabilitation centers in the U.S.'® Very little proof
exists that twelve-step groups prevent drug abuse, and many
purported studies of effectiveness have failed to distinguish between
causation and correlation.!” The Journal of Addiction published the
results of four rigorous, experimental studies of AA for the treatment
of alcoholism; only two studies found a significant positive effect of
AA on abstinence, one found a negative effect, and one found no

relapse rates that occur when patients are withdrawn from agonist
therapy even when counseling (without MAT) is still available.”).

13. See Szalavitz, supra note 12, at 68.

14. See NAT’L INST. ON DRUG ABUSE, U.S. DEP'T OF HEALTH & HUMAN
SERVS., PRINCIPLES OF DRUG ADDICTION TREATMENT: A RESEARCH-
BASED GUIDE, EVIDENCE-BASED APPROACHES TO DRUG ADDICTION
TREATMENT 27, 58 (3d ed. 2012) [hereinafter PRINCIPLES OF DRUG
ADDICTION TREATMENT],
http://www.drugabuse.gov/publications/principles-drug-addiction-
treatment-research-based-guide-third-edition/evidence-based-approaches-
to-drug-addiction-treatment. (“While the efficacy of 12-step programs
(and 12-step facilitation) in treating alcohol dependence has been
established, the research on its usefulness for other forms of substance
abuse is more preliminary, but the treatment appears promising for
helping drug abusers sustain recovery.”).

15. See id. at 27.

16. See Jason Cherkis, Dying to Be Free, HUFFINGTON POST (Jan. 28,
2015), https://projects.huffingtopost.com/dying-to-be-free-heroin-
treatment (“Peer-reviewed data and evidence-based practices do not
govern how rehabilitation facilities work.”).

17. Lee Ann Kaskutas, Alcoholics Anonymous Effectiveness: Faith Meets
Science, 28 J. ADDICTION 145, 152 (2008) (“What, then, is the scorecard
for AA effectiveness in terms of specificity? Among the rigorous
experimental studies, there were two positive findings for AA
effectiveness, one null finding, and one negative finding. Among those
that statistically addressed selection bias, there were two contradictory
findings, and two studies that reported significant effects for AA after
adjusting for potential confounders such as motivation to change.
Readers must judge for themselves whether their interpretation of these
results, on balance, supports a recommendation that there is no
experimental evidence of AA effectiveness (as put forward by the
Cochrane review).”).
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effect.’® The National Institute on Drug Abuse has stated that even
fewer studies of NA (the group for drug dependent individuals) exist
than of AA (the group for alcohol dependent individuals)."

Another common misconception about drug dependence is that
detoxification in a controlled setting is sufficient treatment to prevent
relapse.’® However, detoxification alone is almost never enough to end
drug dependence, especially opioid dependence, because the physical
changes in the brain persist post-detoxification.?’ Additionally, the
chance of overdose is highest immediately after detoxification, because
psychological and physical cravings exist but physical tolerance for
opioids is low.?

Instead of NA/AA or detoxification alone, the medical standard
of care for opioid addiction is medication combined with counseling,
frequently referred to as medication assisted treatment (MAT).? This

18. See id.
19. See also PRINCIPLES OF DRUG ADDICTION TREATMENT, supra note 14, at
57-58.

20. See LOUISE BAXTER & ALAN STEVENS, AM. SOC’Y OF ADDICTION MED.,
THE IMPACT OF MANAGED CARE ON ADDICTION TREATMENT: AN
ANALYSIS 2 (2012), http://www.asam.org/docs/advocacy/2012-9-
25_ nj-opiate-document.pdf?sfvrsn=2; Vt. Agency of Human Services,
Integrated Treatment Continuum for Substance Use Dependence
“Hub/Spoke” Initiative—Phase 1: Opiate Dependence (Jan. 2012), at 2,
http://www.healthvermont.gov/adap/documents/ HUBSPOKEBriefingD
ocV122112.pdf (“Medication assisted therapy (MAT), such as
methadone and buprenorphine in combination with counseling, has long
been recognized as the most effective treatment for opiate addiction.”);
What are the treatments for heroin addiction?, NAT'L INST. ON DRUG
ABUSE (last updated Nov. 2014), http://www.drugabuse.gov/
publications/research-reports/heroin /what-are-treatments-heroin-
addiction.

21. See Dan Lubman et al., Addiction, a condition of compulsive behaviour?
Neuroimaging and  neuropsychological — evidence  of  inhibitory
dysregulation, 99 ADDICTION 1491, 1492 (2004).

22. BAXTER & STEVENS, supra note 20, at 2 (“Unfortunately, too many
stakeholders in addiction treatment represent that detoxification alone is
treatment. “Detoxification alone” only increases the probability of
relapse into active use and overdose deaths.”); Matusow et al., supra
note 12, at 478 (“In light of the ample evidence demonstrating high
relapse rates following opioid detoxification, a policy mandating medical
withdrawal [from M.A.T.] appears to be contrary to be practices as
defined by medical evidence and the consensus of addiction experts and
may represent an infringement of rights as set forth in the Americans
with Disabilities Act.”).

23. See BAXTER & STEVENS, supra note 20, at 4; Lisa A. Marsch, The
Efficacy of Methadone Maintenance Interventions in Reducing Illicit
Opiate Use, HIV Risk Behavior, and Criminality, 93 ADDICTION 515
(1998); Richard P. Mattick et al., Methadone Maintenance Therapy
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standard has been acknowledged by the American Society of
Addiction Medicine and the American Medical Association for over a
decade but has been largely ignored by most in-patient treatment
centers.” In March 2015, the U.S. Department of Health and Human
Services affirmed that “MAT is the most effective form of treatment
for opioid use disorders.”” The most effective medications used as
part of MAT for treating opioid addiction are buprenorphine
(commonly known by the brand name Suboxone), Vivitrol (extended-
release naltrexone), and methadone.® Each of these three medicines
has been proven significantly more effective at preventing relapse than
a placebo in rigorous, double-blind experimental studies.”” Medical

versus No Opioid Replacement Therapy for Opioid Dependence,
COCHRANE DATABASE OF SYSTEMATIC REVIEWS 1, 5, 10-11 (2009)
(noting that medication maintained treatment combined with therapy is
more effective than therapy alone); Richard P. Mattick et al.,
Burprenorphine Maintenance versus Placebo or Methadone Maintenance
for Opioid Addiction, COCHRANE DATABASE OF SYSTEMATIC REVIEWS 1,
1, 17, 19 (2009) (noting effectiveness of buprenorphrone vs. placebo);
National Consensus Development Panel on Effective Medical Treatment
of Opiate Addiction, Effective Medical Treatment for Opiate Addiction,
280 JAMA 1936 (1998); Jeffrey Baxter et al., Factors Associated with
Medicaid Patients’ Access to Buprenorphine Treatment, 41 J.
SUBSTANCE ABUSE TREATMENT 88 (2011); Heino Stover, Barriers to
Opioid Substitution Treatment Access, Entry and Retention: A Survey
of Opioid Users, Patients in Treatment, and Treating and Non-Treating
Physicians, 17 EUR. ADDICTION RES. 44, 44 (2011) (“Opioid substitution
treatment (OST) is recognized internationally as the most effective and
cost-effective intervention to reduce the social, health and economic
burden associated with opioid dependence.”); Saxon & McCarty, supra
note 16, at 122.

24. See generally BAXTER & STEVENS, supra note 20; What are the
treatments for heroin addiction?, supra note 20.

25.  U.S. DEP'T OF HEALTH & HUMAN SERVS., EXECUTIVE SUMMARY: OPIOID
ABUSE IN THE U.S. AND HHS AcCTIONS TO ADDRESS OPIOID-DRUG
RELATED OVERDOSES AND DEATHS 3 (2015), http://aspe.hhs.gov/sp/
reports/2015/OpioidInitiative/es_ OpioidInitiative.pdf.

26. See What are the treatments for heroin addiction?, supra note 20.

27.  See generally CENT. FOR SUBSTANCE ABUSE TREATMENT, MEDICATION-
ASSISTED TREATMENT FOR OPIOID ADDICTION IN OPIOID TREATMENT
PROGRAMS 32-33 (2012) [hereinafter MEDICATION ASSISTED TREATMENT
FOR OPIOID ADDICTION], http://www.ncbi.nlm.nih.gov/books/
NBK64164/pdf/TOC.pdf; Angela Stotts et al., Opioid Dependence
Treatment: Options in  Pharmacotherapy, 10 EXPERT OPINION
PHARMACOTHER. 1727 (2009); Kimberly L. Kjome & F. Gerard Moeller,
Long-Acting Injectable Naltrexone for the Management of Patients with
Opioid Dependence, 5 SUBSTANCE ABUSE: RES. & TREATMENT 1, 4
(2011); Richard Boldt, The “Tomahawk” and the “Healing Balm”: Drug
Treatment Courts in Theory and Practice, 10 U. MbD. L.J. RACE,
RELIGION, GENDER & CrLAss 45, 60 (2010) (“Indeed, methadone
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studies have also found that the combination of medication and
counseling is more effective than counseling alone at preventing
relapse.® The retention rate for treatment with medication is greater
than the retention rate for medication-free treatment.? Unfortunately,
all medications for treating opioid dependence are underutilized by
dependent individuals, under-prescribed by physicians, rarely
available within in-patient rehabilitation centers,® and rarely used
within prisons or drug courts.?® According to the Huffington Post, in

maintenance treatment consistently has been demonstrated to reduce
drug use and criminal activity among opiate addicts far more effectively
than other forms of drug-free outpatient therapy.”); Lauren Amato et
al., An Owverview of Systematic Reviews of the Effectiveness of Opiate
Maintenance Therapies: Available Evidence to Inform Clinical Practice
and Research, 28 J. SUBSTANCE ABUSE TREATMENT 321, 323 (2005);
Stephen Magura et al., The Effectiveness of In-Jail Methadone
Maintenance, 23 J. DRUG ISSUES 75 (1993) (prisoners in a methadone
maintenance program were more likely to participate in post-release
treatment program, which was associated with lower drug use).

28. See PRINCIPLES OF DRUG ADDICTION, supra note 14, at 10 (“Because
they work on different aspects of addiction, combinations of behavioral
therapies and medications (when available) generally appear to be more
effective than either approach used alone.”); Morten Hesse & Mads Uffe
Pederson, FEasy-access Services in Low-threshold Opiate Agonist
Maintenance, 6 INT'L J. MENTAL HEALTH ADDICTION 316 (2008) (study
of combining methadone treatment with counseling in Europe).

29. Sebastian Trautmann & Hans-Ulrich Wittchen, An Analysis of German
Settings Providing Opioid Maintenance Therapy, 47 SUBSTANCE USE &
MISUSE 22, 23 (2012); John R. Caplehorn, A Comparison of Abstinence-
Oriented and Indefinite Methadone Maintenance Treatment, 29 INT’L J.
ADDICTIONS 1361 (1994); John R. Caplehorn et al., Clinic Policy and
Retention in Methadone Maintenance, 28 INT'L J. ADDICTIONS 73
(1993); Mark L. Willenbring et al., Variations in FEvidence-Based
Clinical Practices in Nine United States Veterans Administration
Opioid Agonist Therapy Clinics, 75 DRUG & ALCOHOL DEPENDENCE 97,
99 (2004).

30. See Cherkis, supra note 16 (“Peer-reviewed data and evidence-based
practices do not govern how rehabilitation facilities work.”).

31. See Amy Nunn et al., Methadone and Buprenorphine Prescribing and
Referral Practices in US Prison Systems: Results from a Nationwide
Survey, 105 DRUG & ALCOHOL DEPENDENCE 83, 85; National Association
of Drug Court Professionals, Resolution of the Board of Directors on the
Availability of Medically Assisted Treatment (M.A.T.) for Addiction in
Drug Courts (July 17, 2011), http://www.nadcp.org/sites/default/files/
nadcp/NADCP%20Board%20Statement %200n%20MAT.pdf; Substance
Abuse & Mental Health Servs. Admin., Adult Drug Courts and
Medication-Assisted Treatment for Opioid Dependence, 8 IN BRIEF 4-5
(2014) [hereinafter Adult Drug Courts and Medication-Assisted
Treatment for Opioid Dependence]; Drug Courts Help Break Down
Barriers to MAT in Criminal Justice System, 22 ALCOHOLISM & DRUG
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2012 the National Center on Addiction and Substance Abuse at
Columbia University published a report that the U.S. treatment
system needed “significant overhaul” and suggested that the “low
levels of care that addiction patients usually do receive constitutes a
form of medical malpractice.”*?

This article focuses on the underuse of one medication in
particular, buprenorphine, because it is the most widely used
medication for treating opioid dependence® that is cost-effective.®
Buprenorphine treatment decreases relapse,® cravings,* mortality,*
drug-related crimes,® and Medicaid costs.* It is a life-saving,

ABUSE WEEKLY 1, 6 (Nov. 1, 2010); Matusow et al., supra note 12, at
475-76 (approximately half of drug courts forbid the use of M.A.T.).

32. See Cherkis, supra note 16. See also Saxon & McCarty, supra note 16,
at 123.

33.  See Cherkis, supra note 16.

34. For comparison of buprenorphine to methadone, c¢f. Paul G. Barnett,
Comparison of Costs and Utilization Among Buprenorphine and
Methadone Patients, 104 ADDICTION 982, 989-92 (2009). For cost of
Vivitrol, see Join Together Staff, Study Finds FEzxtended Release
Naltrexone Can Save Overall Healthcare Costs, PARTNERSHIP FOR DRUG-
FRee Kips (May 15, 2014), http://www.drugfree.org/join-
together /study-finds-extended-release-naltrexone-can-save-overall-
healthcare-costs/; Paul G. Barnett et al., The cost-effectiveness of
buprenorphine maintenance therapy for opiate addiction in the United
States, 96 ADDICTION 1267 (2001).

35. See Paul Fudala et al., Office-Based Treatment of Opiate Addiction
with a Sublingual-Tablet Formulation of Buprenorphine and Nalozone,
349 NEw ENG. J. MED. 949 (2003).

36. See id.

37. See Amy Gibson et al., Exposure to Opioid Maintenance Treatment
Reduces Long-Term Mortality, 103 ADDICTION 462, 465 (2008).

38. See, e.g., Michael S. Gordon et al., Buprenorphine Treatment for
Probationers and Parolees, 36 SUBSTANCE ABUSE 217 (2015). Cf. Erol
Digiusto et al., Effects of Pharmacotherapies for Opioid Dependence on
Participants’ Criminal Behavior and Ezpenditure on Illicit Drugs: An
Australian National FEvaluation (NEOPD), 39 AusTtL. & N.Z. J.
CRIMINOLOGY 171 (2006) (discussing impact of methadone in lowering
criminal activity).

39. Informational Bulletin, Center for Medicaid & CHIP Services,
Medication Assisted Treatment for Substance Use Disorders, 1 (July 11,
2014), http://medicaid.gov/Federal-Policy-Guidance/Downloads/CIB-
07-11-2014.pdf (citing Walter, L. et al., Medicaid Chemical Dependency
Patients in a Commercial Health Plan, 32 J. BEHAV. HEALTH SERVS. &
RES. 253 (2005)).
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essential medicine according to the World Health Organization.” The
United Nations has recommended that all nations make
buprenorphine treatment widely accessible, especially within prisons."!

Surprisingly, utilization of buprenorphine is very low in the U.S. *
partly due to restrictions placed on prescribers under the Drug
Addiction Treatment Act (DATA) of 2000.” In 2013, Senator Markey
introduced the Recovery Enhancement for Addiction Treatment Act
(TREAT Act) in the Senate, which would loosen DATA’s patient
limit restrictions and expand prescribing ability to nurse practitioners
and physician assistants.”  Even though the bill was strongly
supported by the American Medical Association, American Society of
Addiction Medicine, and other professional organizations®, it received
scant media or public attention.’® The TREAT Act was reintroduced

40. See WHO Model List of FEssential Medicines, WORLD HEALTH ORG.
(2013), http://apps.who.int/iris/bitstream/10665/93142/1/
EML_ 18 eng.pdf?ua=1.

41. See WORLD HEALTH ORG., U.N. OFF. ON DRUGS AND CRIME & U.N.
AIDS, POSITION PAPER: SUBSTITUTION MAINTENANCE THERAPY IN THE
MANAGEMENT OF OPIOID DEPENDENCE AND HIV/AIDS PREVENTION 2
(2004)  [hereinafter ~WHO/UNODC/UNAIDS POSITION PAPER:
SUBSTITUTION ~ MAINTENANCE  THERAPY],  http://www.unodc.org/
documents/hiv-ids/Position%20Paper%20sub.%20maint.%20therapy.pdf.
See also ANDREJ KASTELIC ET AL., OPIOID SUBSTITUTION TREATMENT IN
CUSTODIAL  SETTINGS: A PRACTICAL  GUIDE 68  (2008),
http://www.unodc.org/documents/hiv-aids/

OST _in_Custodial Settings.pdf.

42.  See Ad Fox et al., I Heard About it from a Friend: Assessing Interest in
Buprenorphine Treatment, 35 SUBSTANCE ABUSE 74, 74 (2014).

43. See, e.g., Letter from Stuart Gitlow, President, American Society of
Addiction Medicine, to Senator Edward J. Markey, (June 19, 2014)
[hereinafter =~ ASAM  Letter|, http://www.asam.org/docs/default-
source/advocacy /letters-and-comments/buprenorphine-expansion-act-
markey-letter.pdf (“We have at our disposal highly effective, FDA-
approved pharmacotherapies to treat opioid addiction. Unfortunately,
they all come with arbitrary treatment limits that have resoundingly
negative effects on treatment access and outcomes.”).

44.  See Recovery Enhancement for Addiction Treatment Act, S.2645, 113th
Cong. (2014).

45.  See Press Release, Sen. Ed Markey, Markey Introduces Legislation to
Expand Treatment for Heroin and Prescription Drug Addiction (July
23, 2014), http://www.markey.senate.gov/news/press-releases/markey-
introduces-legislation-to-expand-treatment-for-heroin-and-prescription-
drug-addiction.

46. A Google search by the author on February 9, 2015, did not result in
any mainstream newspaper headlines regarding the TREAT Act.
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in 2015 in the Senate (where it is currently in committee'"), and a
companion legislation was introduced in 2015 in the House of
Representatives (where it is also currently in committee).” Medical
professional organizations are once again strongly supporting the
TREAT Act.®

The article begins in Part II with an overview of the three most
effective medicines approved by the Food and Drug Administration
(FDA) for treating opioid dependence. The section then compares
costs and benefits of buprenorphine relative to methadone and
Vivitrol.  Part III describes existing legal restrictions placed on
buprenorphine prescriptions by the Drug Enforcement Agency and by
Congress through the Drug Addiction and Treatment Act of 2000.
Part TV discusses general reasons for buprenorphine’s underutilization,
including legal restrictions, cultural stigma, and cost.*® Finally, Part
V analyzes the proposed TREAT Act and suggests ways to further
improve it.

II. OVERVIEW OF EFFECTIVE MEDICATIONS

The three most effective FDA-approved medications for treating
opioid dependence are methadone, Vivitrol, and buprenorphine.™
These medications are discussed and compared below.

47.  See Major Actions -
Recovery Enhancement for Addiction Treatment Act, S.1445,
CONGRESS.GOV  (2015), https://www.congress.gov/bill/114th-congress/
senate-bill /1455 /all-actions?q={%22search%22%3A[%22RECOVERY +
ENHANCEMENT+FOR+ADDICTION4+TREATMENT+ACT+S2645
%22] }&resultIndex=2 (last visited October 20, 2015) (“Read twice and
referred to the Committee on Health, Education, Labor, and
Pensions.”).

48.  See Major Actions
Recovery Enhancement for Addiction Treatment Act, H.R. 2536,
CONGRESS.GOV (2015), available at https://www.

congress.gov /bill/114th-congress/house-bill /2536 /all-actions?q=
{%22search%22%3A[ %22\ %22hr2536\ %22%22] } &resultIndex=1.

49. Johanna Zussman-Dobbins, Action Requested: Support the TREAT Act,
AwM. Soc’y  ADDICTION MED. MAG. (June 10, 2015),
http://www.asam.org/magazine /read /article/2015/06/10/action-
requested-support-the-treat-act.

50. Matusow et al., supra note 12, at 473-74 (“Despite the demonstrated
benefits of agonist therapy (and virtual absence of evidence for the
efficacy of stand-alone behavioral interventions), concerns persist.
Among these concerns are diversion, risk of overdose, the extended
duration of treatment, and limited progress patients may make in
achieving other treatment goals such as cessation from non-opioid
substance abuse and obtaining gainful employment.”).

51.  See What are the treatments for heroin addiction?, supra note 20.
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A.  Methadone

Methadone is the oldest FDA-approved medication for treating
opioid dependence.’? It works by activating the opioid receptor in the
brain, called the mu-receptor.”® Methadone is a complete mu-agonist,
meaning that it completely activates the mu-receptor.”® As a result,
it prevents cravings for opioids, while allowing an individual to stop
using heroin and painkillers without experiencing withdrawal
symptoms.® Because methadone has a higher selectivity for the mu-
receptor than do heroin or painkillers, methadone prevents euphoria
or a ‘“high” if a person abuses heroin or painkillers while on
methadone treatment.®® A person undergoing methadone treatment
can function normally and does not feel or appear “high.”"
Methadone treatment has been proven to decrease death rates,
relapse, drug-related crimes, HIV/AIDS from shared needles, medical
costs, and unemployment.® According to the National Institute on
Drug Abuse, every dollar invested in methadone treatment saves
society 38 dollars.”

Methadone can be dangerous if diverted and improperly used; but
most individuals who obtain methadone use it for treatment and do
not abuse it.% Because methadone has a high potential for physical
and psychological dependence, it is a Schedule II narcotic under the
Controlled Substances Act (CSA), where Schedule I is the most
legally restrictive and Schedule V is the least restrictive." In order to
prevent illicit diversion, methadone is only available at certified
methadone treatment centers, to which the patient must usually
return daily in order to continue treatment.®? These treatment

52. See generally Joseph Herman et al., Methadone Maintenance Treatment
(MMT): A Review of Historical and Clinical Issues. 67 MOUNT SINAIL J.
MED. 347, 348 (2000).

53. See generally MEDICATION-ASSISTED TREATMENT FOR  OPIOID
ADDICTION, supra note 27, at 28.

54.  See id.
55. Id.
56. See id.

57. See Herman et al., supra note 52, at 361.

58.  Hearing on Heroin and Prescription Drug Abuse, supra note 5.
59. See id.

60. See Herman et al., supra note 52, at 354.

61. See21 U.S.C. § 813.

62. See 42 C.F.R. 8.12 (h)-(j). If the patient has continuously undergone
methadone maintenance treatment for a period of time and has met the
“take-home” eligibility criteria in the D.E.A. regulation, then the
methadone clinic may permit him or her to take some methadone home.
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centers are often heavily visible and stigmatized by city governments
and residents.®

B.  Vivitrol

Vivitrol is a medication for treating both opioid dependence and
alcoholism.®*  Vivitrol does not contain any opioid.®® Instead, it
contains extended-release naltrexone, which is a complete mu-receptor
antagonist, meaning it completely blocks the mu-receptor.®® As a
result, Vivitrol prevents an individual from experiencing euphoria if
he or she abuses any opioid,*” making the medication very effective at
preventing opioid abuse relapse.%

If a patient is given Vivitrol before an opioid has been naturally
flushed out of his or her system, then the individual will experience
immediate and painful withdrawals.® As a result, opioid addicts must
first detox completely before taking Vivitrol.™

Vivitrol is not a controlled substance, so it can be prescribed by
any physician.” The medicine is taken as a once-per-month injection
that lasts for 30 days.” Unfortunately, it is very expensive, costing
around $1,000 per month for an individual who lacks health insurance
coverage,” which is a common scenario for people suffering from
substance abuse disorder.™

The take-home amount ranges from one day’s worth to one month-
worth if the patient has been in treatment for at least two years Id. at
8.12 (i)(3).

63. See, e.g., Cherkis, supra note 16; Herman et al., supra note 52.

64. See Adult Drug Courts and Medication-Assisted Treatment for Opioid
Dependence, supra note 31, at 4-5; Substance Abuse & Mental Health
Servs. Admin., An Introduction to Extended-Release Injectable
Naltrexone for the Treatment of People with Opioid Dependence, 11
ADVISORY (2012) [hereinafter An Introduction to FExtended-Release
Injectable Naltrezone], https://store.samhsa.gov/shin/content/SMA12-
4682/SMA12-4682.pdf.

65. See id.
66. See id.

67. See Adult Drug Courts and Medication-Assisted Treatment for Opioid
Dependence, supra note 31.

68. See id.

69. An Introduction to FExtended-Release Injectable Naltrexone, supra note
64.

70.  See id.

71.  See id.

72.  See id.

73.  See AM. ASS’N FOR THE TREATMENT OF OPIOID DEPENDENCE, AAOTD
GUIDELINES FOR USING NALTREXONE (VIVITROL) IN OTPs (2015),
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C.  Buprenorphine

Buprenorphine is a partial mu-agonist.”” As a partial mu-agonist,
buprenorphine prevents the opioid-dependent individual from going
into withdrawals or experiencing cravings.” Unlike methadone, the
opioid in buprenorphine is not very potent, so it is less likely to be
abused and rarely causes an overdose.”” An individual taking
buprenorphine can feel, act, and appear completely normal.™

As a partial mu-antagonist, buprenorphine blocks the remainder
of the mu-receptor, preventing a “high” from any additional opioid
used (including too much buprenorphine).” As a result, individuals
who take buprenorphine daily have little incentive to abuse heroin,
painkillers, or other opioids.

Buprenorphine can be prescribed at any physician’s office, as long
as the physician obeys Drug Enforcement Agency (DEA) rules for
Schedule IIT substances, and provided that doctor has a waiver from
the Substance Abuse and Mental Health Services Administration
(SAMHSA), as required under the Drug Addiction and Treatment
Act of 2000.* An individual undergoing buprenorphine treatment
typically receives a monthly prescription, which he or she fills at a
local pharmacy, and then takes one or two pills or sublingual films at
home daily.®® The DEA limits automatic refills on Schedule III
narcotics to 5 refills or 6 months (whichever comes first).*> However,

http://www.aatod.org/policies/policy-statements/aatod-guidelines-for-
using-naltrexone-vivitrol-in-otps/; Walter Armstrong, A Shot in the
Dark: Can Vivitrol Help us Control Our Addictions, PAC. STANDARD
MAG. (May 7, 2013), http://www.psmag.com/health-and-
behavior /vivitrol-help-control-addictions-57261.

74. Approximately 25% of drug addicts lack health insurance. See Health
Care Quverhaul Will Add Coverage for Millions of Addicts, CRAIN’S
CHICAGO Bus. (Sept. 11, 2013), http://www.chicagobusiness.com/
article/20130911/NEWS03/130919947 /health-care-overhaul-will-add-
coverage-for-millions-of-addicts.

75.  See generally About Buprenorphine Treatment, U.S. DEP’T OF HEALTH &
HUMAN SERVS., http://buprenorphine.samhsa.gov/about.html.

76. See id.
77.  See id.

78. See U.S. DEP'T OF HEALTH & HUMAN SERVS., THE FACTS ABOUT
BUPRENORPHINE FOR TREATMENT OF ADDICTION 3  (2011),
http://store.samhsa.gov/shin/content /SMA09-4442 /SMA09-4442.pdf.

79. See id.
80. See id. at 4.
81. See About Buprenorphine Treatment, supra note 75.

82. See 21 C.F.R. § 1306.22.
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physicians commonly require patients on buprenorphine treatment to
return monthly for an appointment to obtain a new prescription.®
The effectiveness of buprenorphine at preventing relapse,
euphoria, and drug cravings has been documented in numerous
studies.® When access to buprenorphine increases, mortality from
opioid overdose decreases. ® For example, in France, increased use of
buprenorphine was associated with an 80% decrease in opioid
overdoses.®  Additionally, buprenorphine lowers medical costs by
preventing the need for expensive in-patient treatment or emergency
room visits, increases employment among substance abusers, and
reduces drug-related crimes.® Buprenorphine has been used
effectively and safely in opioid-dependent pregnant women®*® and

83. 15 Ways to Save Money on buprenorphine Treatment, NAT'L ALL.
ADVOCATES FOR  BUPRENORPHINE  TREATMENT  (Dec. 2014),
http://www.naabt.org/buprenorphine-cost.cfm  (“As  the  patient
stabilizes, s/he can request to have less frequent office visits. Although
physicians commonly require patients to come in for appointments every
month to monitor the patient’s progress, schedule III medications can be
refilled up to 5 times in a 6 month period. Visit frequency is ultimately
determined by the physician, but it doesn’t hurt to ask, particularly for
those stable in long-term addiction remission and those who get therapy
or counseling from other sources. Some states however, overrule the
physician’s judgment and have set minimum periods between office
visits.”).

84. See Declan Barry et al., Integrating Buprenorphine Treatment into
Office-based Practice: A Qualitative Study, 24 J. GEN. INTERN. MED.
218, 219 (2009).

85.  See CDC, Buprenorphine Prescribing Practices and Exposures Reported
to a Poison Center —Utah 2002-2011, 61 MORBIDITY & MORTALITY
WEEKLY REPORT 997, 997 (Dec. 14, 2012) [hereinafter CDC,
Buprenorphine  Prescribing Practices|, http://www.cdc.gov/mmwr/
preview /mmwrhtml/mm6149al.htm (“In France, widespread use of
medication-assisted therapy, primarily buprenorphine treatment, was
associated with an 80% decrease in overdose deaths from heroin or
cocaine from 465 in 1996 to 89 in 2003”). See also Julien Emmanuelli &
Jean-Claude Desenclos, Harm reduction interventions, behaviours and
associated health outcomes in France, 1996-2003, 100 ADDICTION 1690
(2005).

86. See CDC, Buprenorphine Prescribing Practices, supra note 85.

87. See generally Amine Khemiri et al., Analysis of
Buprenorphine/Nalexone Dosing Impact on Treatment Duration,
Resource Use, and Costs in the Treatment of Opioid Dependent Adults:
A Retrospective Study of U.S. Public and Private Health Care Claims,
126 POSTGRADUATE MED. J. 113 (2014).

88. See Lori Whitten, Buprenorphine During Pregnancy Reduces Neonate
Distress, NAT'L INST. ON DRUG ABUSE (July 6, 2012),
http://www.drugabuse.gov/news/events/nidanotes/2012/07 /buprenorph
ine-during-pregnancy-reduces-neonate-distress.
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adolescents.® As the dose of buprenorphine and length of treatment
increases, the risk of relapse decreases.” Buprenorphine increases
compliance with mental health therapy regimens.”’  Individuals
undergoing buprenorphine treatment are more likely to actively
participate regularly in out-patient mental health counseling than
individuals who are not undergoing buprenorphine treatment.”
Individuals may have an easier time focusing on behavioral and
psychological changes if their physical symptoms are controlled.

In 2008, buprenorphine prescriptions cost about $120-$570 per
month (depending on the dose) without health insurance.” However,
the FDA recently approved two generic versions of Suboxone
(buprenorphine-nalexone), so the cost of buprenorphine prescriptions
for patients may have decreased.” Commercial health insurance
carriers® and state Medicaid programs cover buprenorphine treatment
(although some Medicaid programs have coverage time limits)%.
Some pharmaceutical companies that manufacture buprenorphine

89. See Lori Whitten, Youth Opioid Abusers Benefit from FEztended
Buprenorphine-Nalexone Treatment, NAT’L INST. ON DRUG ABUSE (April
1, 2010), http://www.drugabuse.gov/news-events/nida-
notes/ 2010/04/young-opioid-abusers-benefit-extended-buprenorphine-
naloxone-treatment.

90. See George E. Woody et al., Ezxtended vs Short-Term Buprenorphine-
Naloxone for Treatment of Opioid-Addicted Youth: A Randomized
Trial, 300 JAMA 2003, 2007 (2008).

91. See Ryan Caldiero et al., Inpatient Initiation of Buprenorphine
Maintenance vs. Detozxification: Can Retention of Opioid-Dependent
Patients in  Outpatient Counseling be Improved?, 15 AM. J. ON
ADDICTIONS 1, 4-6 (2006) (maintenance treatment on buprenorphine
leads to higher retention in outpatient counseling than detoxification
treatment only).

92. See id. at 4-5.

93. See Lynn E. Sullivan & David A. Fiellin, Office-Based Buprenorphine
for Patients with Opioid Dependence, 148 ANNALS OF INTERNAL MED.
662, 667 (2008).

94. See Paul Jarvis & Matthew Boyle, Reckitt Benckiser Faces Generic
Threats after FDA Rejection, BLOOMBERG BuUS. (Feb. 25, 2013),
http://www.bloomberg.com/news/articles/2013-02-25 /reckitt-benckiser-
says-fda-rejects-suboxone-safeguard-petition.

95. See Does Insurance Cover It?, NAT'L ALL. ADVOCATES FOR
BUPRENORPHINE TREATMENT (Dec. 2008),
http://www.naabt.org/faq answers.cfm?ID=37.

96. See Robin Clark et al., The Ewvidence Doesn’t Justify Steps By State
Medicaid Programs to Restrict Opioid Addiction Treatment with
Buprenorphine, 30 HEALTH AFF. 1425, 1425 (2011).
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provide discount cards for low-income individuals, which may
eliminate some of the prescription cost.”

Probuphine, a slow-release, surgical implant of buprenorphine
completed stage III clinical trials in 2015. In January 2016, the
Psychopharmacologic Drugs Advisory Committee of the FDA
recommended approval of Probuphine.® If approved by the FDA,
Probuphine would eliminate the need for frequent doctor visits
because the implant would last for 6 months at a time.” The implant
would also eliminate the potential for diversion.'® It is unclear how
and whether current regulations on buprenorphine prescriptions would
apply to Probuphine, if approved.

D.  Buprenorphine versus Vivitrol

Benefits of buprenorphine relative to Vivitrol include the
following. Unlike Vivitrol, buprenorphine treatment does not require
complete detoxification prior to the first dose.!™ Rather,
buprenorphine treatment begins when the patient is in mid-
withdrawal.'® For many opioid-dependent individuals, the need to
completely physically detoxify prior to treatment may act as a
disincentive to beginning treatment. Opioid withdrawals are very
painful and commonly include multiple days (sometimes weeks) of
diarrhea, muscle aches, excessive sweating, jerking or twitching

97. See, e.g., Savings Card May Help Reduce Costs FEach Month for Eligible
Patients, SUBOXONE (2014), http://www.suboxone.com/hcp/savings-
card.

98. See Titan Pharmaceuticals and Braeburn Pharmaceuticals Announce
FDA Advisory Committee Recommends Approval of Probuphine, First
6-Month Implant to Treat Opioid Addiction, Braeburn Pharmaceuticals
(Jan. 12, 2016), https://braeburnpharmaceuticals.com/titan-
pharmaceuticals-and-braeburn-pharmaceuticals-announce-fda-advisory-
committee-recommends-approval-of-probuphine-first-6-month-implant-
to-treat-opioid-addiction/; Sabrina Tavernise, Implant for Opioid
Addicts Urged for Federal Approval, New York Times (Jan. 12, 2016),
http://www.nytimes.com/2016/01/13/health /implant-for-opioid-addicts-
urged-for-federal-approval.html?_ r=0.

99. Id.
100. Id.

101. For information regarding beginning buprenorphine, see Kathleen
Thompson-Gargano, What is Buprenorphine Treatment Like?, NAT'L
ALL. ADVOCATES FOR BUPRENORPHINE TREATMENT,
http://www.naabt.org/education/what_ bt_like.cfm. For information
regarding beginning Vivitrol, see An Introduction to FExtended-Release
Injectable Naltrexone, supra note 64.

102. See What is Buprenorphine Treatment Like?, supra note 101.
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muscles, fatigue, and nausea.'”® Complete detoxification from opioids
without relapse is extremely difficult, often requiring multiple
attempts. As a result, individuals sometimes enroll in in-patient
rehabilitation centers in order to detox, which cost approximately
$31,500 for 30 days.'"

Buprenorphine is significantly less expensive than Vivitrol.
Brand-name buprenorphine costs approximately $120-$570 per month
without health insurance,'” whereas Vivitrol costs about $1000 per
month without health insurance.!™ Also, whereas a patient may
obtain up to five automatic refills of buprenorphine without returning
to the physician’s office,' Vivitrol requires a monthly visit to a
physician.!®  Therefore, aggregate costs associated with physician
visits may be higher for a patient treated with Vivitrol.

There are some benefits of Vivitrol relative to buprenorphine.
First, unlike buprenorphine, Vivitrol is not a controlled substance, so
any physician may legally prescribe it.'” Therefore, it may be easier
for patients to find a physician prescribing Vivitrol than a physician
prescribing buprenorphine.!’® Second, because Vivitrol is a once-per-
month injection, patients may find it easier to adhere to Vivitrol
treatment. On the other hand, patients could simply stop taking
buprenorphine on any day of the month, because it is a daily pill or
sublingual film.""  Finally, because Vivitrol contains no opioid
ingredient, it is practically impossible to abuse or overdose on
Vivitrol.'?

E.  Buprenorphine versus Methadone

Buprenorphine treatment has several advantages relative to
methadone treatment for opioid addiction. First, buprenorphine is less
likely to be abused than methadone, because it is a partial mu-agonist

103. See What is withdrawal?, NAT'L ALL. ADVOCATES FOR BUPRENORPHINE
TREATMENT (2008), http://www.naabt.org/faq answers.cfm?ID=16.

104. See Cherkis, supra note 16.
105. See Sullivan & Fiellin, supra note 93, at 667.

106. See AM. ASS’N FOR THE TREATMENT OF OPIOID DEPENDENCE, supra note
73; Armstrong, supra note 73.

107. See 21 C.F.R. § 1306.22.

108. See An Introduction to FExtended-Release Injectable Naltrexone, supra
note 64.

109. See id.
110. For legal restrictions on prescribing buprenorphine, see supra Part IV.
111. See id.
112. See id.
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rather than a complete mu-agonist."® The opioid ingredient in
buprenorphine is less potent than the opioid ingredient in
methadone.' As a result, far fewer emergency room visits have been
reported from buprenorphine abuse than from methadone abuse.'®

As compared to methadone, buprenorphine may have less cultural
stigma attached to it, because buprenorphine can be prescribed in a
physician’s office and taken at home daily, potentially making
buprenorphine seem like any other medicine.''® Furthermore, because
buprenorphine may be prescribed by primary care doctors,
appointments for buprenorphine treatment seem more anonymous
than visiting a methadone clinic.!'™ For example, if a person
undergoing buprenorphine treatment is seen entering a primary care
doctor’s office by a co-worker, then the co-worker has no way of
knowing the reason for the visit. On the other hand, entering a
methadone clinic is a sure sign of being drug-dependent.

Finally, buprenorphine treatment is less time-consuming than
methadone treatment, because a thirty-day supply of buprenorphine
can be obtained from a local pharmacy and then taken at home
daily."'® On the other hand, methadone treatment generally requires
daily travel-time to a methadone clinic.!’ Many individuals suffering
from substance abuse are low-income individuals'® for whom it may

113. See About Buprenorphine Treatment, supra note 75 (“Because of its
ceiling effect and poor bioavailability, buprenorphine is safer in overdose
than opioid full agonists. The maximal effects of buprenorphine appear
to occur in the 16-32 mg dose range for sublingual tablets. Higher doses
are unlikely to produce greater effects.”).

114. See id.
115. See id.

116. See Hayley Pinto et al., The SUMMIT Trial: A Field Comparison of
Buprenorphine wvs. Methadone Treatment, 39 J. SUBSTANCE ABUSE
TREATMENT 340 (2010).

117. See id. See also Alison Knopf, Hoffman Death Shows Need for
Methadone and Buprenorphine. ALCOHOLISM & DRUG ABUSE WEEKLY 1,
2-3 (Feb. 10, 2014), http://www.alcoholismdrugabuseweekly.com/m-
article-detail /hoffman-death-shows-need-for-methadone-and-
buprenorphine.aspx.

118. See generally MEDICATION-ASSISTED TREATMENT FOR  OPIOID
ADDICTION, supra note 27; Stotts et al., supra note 27; A.Y. Walley et
al., Methadone Dose, Take Home Status and Hospital Admission among
Methadone Maintenance Patients, 6 J. ADDICTION MED. 186 (2002).

119. See id.

120. See Frank Chaloupka et al., Introduction, in THE ECONOMIC ANALYSIS
OF SUBSTANCE USE AND ABUSE: AN INTEGRATION OF ECONOMETRICS AND
BEHAVIORAL ECONOMIC RESEARCH 10 (Frank Chaloupka et al. eds.,
1999).
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be especially difficult to pay for daily transportation to a methadone
clinic or to take time off of work to visit a clinic.

III. EXISTING BUPRENORPHINE REGULATIONS
A.  Drug Enforcement Agency Scheduling

Under the Controlled Substances Act (CSA), Congress delegates
authority to the Attorney General to place substances or drugs within
five schedules of control, with Schedule V being the least restrictive
and Schedule T being the most restrictive.”®  For example, heroin is
in Schedule I and oxycodone is in Schedule II.*?*  The Attorney
General’s decision must be based on the substance’s abuse potential,
medical value, safety, and potential for dependency. ' In making
findings about abuse potential, the Attorney General must consider
the following factors regarding the substance: actual or relative
potential for abuse; scientific evidence of its pharmacological effect;
current scientific knowledge; history and current pattern of abuse;
scope, duration, and significance of abuse; risks to public health;
psychic or physiological dependence liability; and whether it is an
immediate precursor of a substance already scheduled under the
CSA." The Attorney General must consult with the Secretary of
Health and Human Services before scheduling the substance. If the
Secretary recommends against controlling the drug, then the Attorney
General must honor that decision. Finally, rules must be made on the
record and adhere to rule making requirements under 5 U.S.C.S. §
551.1%

In 1981, the FDA approved the first version of buprenorphine as
an injectable, hospital-based pain killer.'”® In 1985, the Drug
Enforcement Agency (DEA) scheduled that version of buprenorphine
as a Schedule V narcotic under the CSA.'*" Schedule V controlled
substances have the following characteristics: a lower potential for
abuse than substances in Schedule IV; a currently accepted medical
use in treatment in the U.S.; and limited potential of physical

121. See 21 U.S.C. § 812.

122. See id.
123. See 21 U.S.C. § 811(a)(1).
124. See id.
125. See id.

126. See Schedules of Controlled Substances, 67 Fed. Reg. 62354, 62354
(codified at 21 C.F.R. pt. 1308) (Oct. 7, 2002).

127. Schedules of Controlled Substances, 50 Fed. Reg. 8104 (Feb. 28, 1985).
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dependence or psychological dependence relative to substances in
Schedule V.12

In 2002, after other countries (especially France) had successful
experiences with buprenorphine for treating opioid dependence,'® the
FDA approved buprenorphine for treating opioid dependence under
the brand names Suboxone and Subutex.”® Suboxone contains an
abuse-deterrent ingredient, nalexone, which causes immediate
withdrawals if the medication is abused by intravenous injection.'!
Therefore, Suboxone is even less likely to be abused than Subutex or
plain buprenorphine.!*?

Aware that buprenorphine would shortly be approved by the
FDA for addiction treatment, in 2002 the DEA rescheduled
buprenorphine from Schedule V to Schedule III of the CSA (following
a recommendation from the Department of Health and Human
Services).’®  Under the CSA, substances in Schedule III have the
following characteristics: a lower potential for abuse than substances
in Schedules I and II; a currently accepted medical use in treatment
in the U.S.; and the potential for moderate or low physical
dependence or high psychological dependence.'®!

According to the National Alliance of Advocates for
Buprenorphine Treatment, the DEA rescheduled buprenorphine
despite “overwhelming objection from the medical community,” which
was concerned that more restrictive scheduling would cause
accessibility problems.'® The American Academy of Addiction
Psychiatry and the American Association of Addiction Medicine both
recommended less restrictive scheduling for Suboxone, especially
because it contains naloxone.!3
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