The Op1o1d Pandemic
— An Update

Kevin Wadalavage, M.A., LMHC, CASAC, MAC, NCACII
Outreach

(no conflict$ to declare)


mailto:kevinwadalavage@opiny.org

Oh no, statistics!




[1licit Drug Deaths Continue to
Rise
* Led by opioids
* Fentanyl variations and other

synthetics/analogs are more often
involved 1n fatalities

* Many overdoses involve combining
various drugs 1n hazardous manners

e But were not even sure of these numbers



Synthetic Opioids Are Driving Up the Overdose Rate

Owverdose deaths in thousands in preceding 12 months

30 thousand

Heroin
. |
_ —® Other opiocids

Psychostimulants

* Methadone

Mote: These numbers are adjusted to account for some death investigations that are not completed.
Some deaths involve more than one drug.

By The New York Times | Source: The Centers for Disease Control and Prevention

Source: NCHS Vital Statistics Rapid Release: Provisional Drug Overdose Death Counts




Change in Overdose Deaths Last Year

Reductions in New England give some cause for hope, while the situation in the Midwest and
Mid-Atlantic remains blealk.
Percent change
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Mote: These numbers are adjusted to account for some death investigations that are not completed.
They may change slightly before they become final. Estimates for less populous states are highhy

wvariable.

Source: Centers for Disease Control and Prevention
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Rising Numbers of Deaths Involving Fentanyl and Fentanyl Analogs,
Including Carfentanil, and Increased Usage and Mixing with NMon-opioids

This is an official

CDC|
HEALTH UPDATE

Distributed via the CDC Health Alert Metwork
July 11, 2018, 1200 ET (1:00 PM ET)
CDCHAM-00413

Summary

This Health Alert Network (HAN) Update is to alert public health departments, health care professionals, first
responders, and medical examiners and coroners to impoartant new developments in the evolving opioid
overdose epidemic, which increasingly involves illicitly manufactured fentanyl and an array of potent fentamnyl
analogs (i.e., compounds that are chemically related to fentanyl). It is the second update to the original health
advisory, HAN 384 {https./emergency.cdc.gow/han/han00384.asp), issued October 26, 2015, which alerted
the public to the increase inunintentional overdose fatalities involving fentanyl in multiple states, primarily
driven by illicitly manufactured fentanyl. The first update to this health advisory was released on August 25,
2016 (HAM 395 (hitps:/Yemergency.cdc.govihan/han003%5.aspl), describing the sharp increase in the
availability of counterfeit pills containing varying amounts of fentanyl and fentanyl analogs, the continued
increase of overdose deaths involving fentanyl across a growing number of states, and the widening array of

.preliminary counts from the National Center for Health
Statistics (NCHS) indicate that more than 55% of opioid
overdose deaths occurring nationally in the 12-months ending

November 2017 mvolved synthetic opioids, accounting for more
than 27,000 overdose deaths.”




NDEWS wational Drug Early Warning System

Funded at the Center for Substance Abuse Research by the National Institute on Drug Abuse

About Us Drugs Project Publications Sentinel Sites Resources

Drug Outbreak Testing Service (DOTY)

The Drug Outbreak Testing Service (DOTS) pilot study supports local experts and public health agencies experiencinga  Dyyg Outhreak Testing Service (DOTS)
drug outbreak to identify the drug(s) behind the outbreak by providing free urinalyses of specimens already obtained

Comed DOTE al

from affected persons. '1-, e b

Up to 20 de-identified urine specimens may be submitted to DOTS and will be sent to an independent laboratory for it

Pmal |7 3 e sdvmdaliad

irtiie specimens for FREE
testing for approximately 240 licit and illicit drugs, including synthetic opioids and other new psychoactive substances, the F 2 .,I..,cl'f', 240 e o

Results will be provided for epidemiologic purposes only. Results are not for clinical use or legal proceedings.

Send inquiries regarding participation to DOTS at: ndewsdots@umd.edu

Overview, methodology, and detailed list of individual studies




Drugs or Drug Metabolites Detected by DOTS Laboratory Urinalyses
[N = 10 oplate-posiiive wine spacimens submetied to DOTS by Charlie’s Place Becovery Center, Corpus Chisti, Texas)
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(N=20urine specimens submitted to DOTS by Aspenti Health, Burlington, Vermont)
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8 Urine specimens subnutted to DOTS by the University of Maryland Medical Center, Midtown Campus Emergency Department)
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) PAST YEAR, 2002 AND 2015- 2017, 12+
Heroin Use - Past Year

HEROIN DEATHS:
948,000 Heroin users doubled
886,000 Heroin deaths 7.7 times higher

aza,unnl e

2.01395’:.
0.3% | 0.4% | 0.3% =

2005 2016 2017 2016

See table 7.2 in the 2017 NSDUH detailed tables for additional information and the 2017 CDC Mortality Data. m’m

Substance Abuse and Mental Health
Services Administration
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One in four patients concurrently use opioids,
benzodiazepines

McClure FL, et al. J Addfct Med. 2017 :doi:10.1097/ADM.0000000000000354.
October 9, 2017

@ ADD TOPIC TO EMAIL ALERTS

Research published in the Journal of Addiction Medicine indicated concurrent use of opioids and

benzodiazepines among approximately 25% of patients who were prescribed at least one drug and
tested for both.

According to an accompanying press release, concurrent use of these drugs can lead to respiratory

H W. Kauf . . .
arvey T tadimal  suppression, cardiac distress and death.

“Concurrent use of opioids and benzodiazepines has been on clinicians’ radar screens for a few years, based on the
increase in opioid prescriptions, the increase in prescription overdoses and opioid-related deaths, and the concern
that both opioids and benzodiazepines depress the central nervous system and respiration,” Harvey W. Kaufman,
MD, study researcher and senior medical director for Quest Diagnostics, Madison, N.J., told Healio Family Medicine.
“But we haven't fully understood the breadth of concurrent use.”

“...researchers culled prescription and urine drug testing data from a drug-
monitoring database. Overall, 231,228 samples from 144,535 patients
prescribed at least one drug and tested for both benzodiazepines and opioids
were analyzed. According to results, 25.8% of patients were using
benzodiazepines and opioids at the same time. In 52% of these

patients, only one of the drugs was prescribed.




Fentanyl (Actig®, Duragesic®,
Sublimaze®)

NDC 0591-3212-54

Fentanyl

Transdermal System
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Analog Drugs

Change some
of the atoms 1n 0
C>— »—Et C>S .
a molecul§ { y | )
while leaving
1t’s core
structure
intaCt . Bmethyl fentanyl

}—Et
O

Fentany[* Sufentanil*

Lofentanil




The Result

Properties:

- Potentially shifted in minor or major
ways: change in strength of effect,
longer or shorter lasting, easier to
break down in body or certain organs,
etc.

- Shift in chemical structure makes it
harder or impossible to detect in
standard drug testing (which targets
specific chemical structures).

Legal:

- For pharmaceutical companies:
potential for new patents

- For makers of illicit drugs: Potential
to no longer be considered a
“controlled” substance

Semi-synthetic opiates (opioids)

N—cH,

Heroin

(diacetylmorphine) Hydrocodone
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Fentanyl & other opioid analogs
are now being used. ..

e To “boost” heroin

e As a heroin
substitute

* As counterfeits
(oxycodone,
Xanax®, Norco®,
etc.),

—1ncluding
cocaine(!)




(U} Illicit Fentanyl and Fentanyl Precursor Flow Originating in China

&) Fertanyls in powder form and pil presses are shipped wa mall serices
ETI’IE porder fentanyls are processed and mixed with henoin, of sobd a8 heroin
o pressed inks pills and sald in the Canadian drug marked

aﬂnmn fenianyl products are smuggled from Canada into the: United States
for sala, on a smallar scala.

nTI’IE porwder fentanyls are processed and mixed with henoin, of Sobd a8 heroin
ar pressed into pills and sold in the United Stades dreg market
“Thl‘! powder fentanyls are cut and dilvted for further smuggling. or pressaed inta
counterfelt prescripiion pills
a Dilvted powder fentanyls and counberfeit prml:r_imi;rl pills oontaining
fantary| are amuggled from Mexico iro the United Sates.

) Procursors for manufacturing fentanyts are shipped via mal services

D Precursors ame used to manuiacture fantanyls in clandestne laborstones

ﬂPrEW'E-:rE ama likaly smuggled across the Southwest border mte Menco to
ranulschire lananyis.

E-Prr.tu'!r.-.'.r.-; are likely used to manufacture ferdanyls in candestine laboratones

Source: DEA




Higure 11: Synthetic Urug Factory in China.

Figure 12: Synthetic Drnug Factory in China.
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Lethal Dose Comparison




Com [ableting Machines

Cost: $6000 - $10,000
US

Origin: China

Production Capacity:
10,000 — 18,000 tablets

per hour

Non-regulated in
Canada, controlled item
by the DEA in the United
States

Canada




Figure 53. Variable Dose of Aclive Substance in Clandestinely Manufactured Pills.

Active

substances

Source: United Nations Office on Drugs and Crime




Why Fentanyl?

1 Easy to obtain (overseas labs)

i More predictable, secure & manageable than
opium poppy growing (no crop concerns, less
people in chain, transport, etc.)

1 More profitable (next slide =)
— Small quantities can lead to high profits

— More potent but shorter high than heroin,
leading to potentially more return business



Source: DEA

Figure 54. Potential Fentanyl Profitability.

Cost Per 1 Kg

to DTO
$5,000 - 7,000
(Purchased from
Colombia)
$3,300 -5,000
(Purchased from
China)

Approximate
Number of
KEgs Produced
from Original
Drug
Procurement

lkg

16-24 kes

Wholesale Price
per Kg in

Massachusetts

$80,000

$80,000

Revenue to

DTO from

580,000

$1,280,000 -
1,920,000




Police Seize Enough Fentanyl To Kill
26 Million People

By Bryan Le (/bio/bryan-le) 05/29/18

The record-breaking seizure was one of the biggest fentanyl busts in US history.

Nebraska State Patrol managed
to seize 118 pounds of fentanyl
(https://www.cnn.com/2018/05
/25/health/nebraska-fentanyl-
bust/index.html) during a
routine traffic stop.

According to estimates by the
U.S. Drug Enforcement
Administration, this was
enough fentanyl to kill 26
million people. This estimate
is based on the fact, according
to the DEA, that just two milligrams (https://www.dea.gov/druginfo/fentanyl-fag.shtml) of the
drug is enough to kill a person.

photo via Nebraska State Patrol




UNCLASSIFIED) /LAW ENFORCEMENT SENSITIVE o UNCLASSIFIED, /LAW ERFORCEMENT SENSITIVE

WEEKLY DRUG ENVIRONMENT REPORT

Aestyl Pentanyl/Fentanyl Raw & Hand w/Serrated Object (Image) Belleville
[Fentanyl Frank Mathews N] Transit PD
;}gﬁs‘ﬂ}f"’h’"gmqg”50[0201'3?9'15924DC 0] g Mg B MY Heroin/Fentanyl King of Death & Skullw/Crown ([mage) NjsP
2 of the Regional Operations and Inteligence Center oz of Drug Manitoring &Analysis Leaty vl/Fentany '
1] ROIC STV: ] CRM-0100 (Geographi)/DHS STV:HSEC 10 (i Operatons :‘er’lsfmin"l’l"”“‘”-*l gt.eph[lcw] glmi‘;esger 030
Heroin Fentanyl ice ([nrage eptfor
Herain/Fentanyl Moneybag & Mask (Image) Bayorme
Holy Ghost & Car (Tmage) Bayonne
Slam Dunk NJSP Hamilton
Trenton

Aestyl Fenta y HGame Qver Ewing
HEROIN AND ADULTERANTS Herain, Fentanyl/Acetyl Fentanyl Sonic the Hedgehog (Image) Trenton

The following information pertains to the forensic identification of suspected heroin seized throughout the state. Stamp names ; RelingGood & Dragon (ge] Teenton
by themselves do not constitute reliable connections between incidents such as overdoses and arrests. However, stamp names : Red  leeBerg Buing
in combination with other variables such as stamp colors and adulterants, provide potential investigative leads. Moreover, Red  KissMe Sarerlle
stamps having these similarities, and located within regional proximity and time, provide stronger indicators of potential Fentan Purple  Lyft& Balloon & Car (Image) NJSP Bloomfield
connectiviy. Heroin/Fentanyl Red  *Midnight Freehald Boro
tanyl Red  AK4T Monmouth Co PO
Green  Baseball Wall
Purple  *Dirty Sprife & Bottle (Image) NJ3P Hamilton
Fentany Red  Red Monkey Neptune Twp
Couty e Red  TomBrady Denvlle

The Office of the New [ersey Regional Operations & Intelligence Center (ROIC) monitors New Jersey's drug environment through
the Office of Drug Monitoring & Analysis (ODMA]. This information is detived from drug evidence that has been analyzed and

reported during the past week by forensic crime labs throughout the state. ey o

NOTE: Stamps with adulterants are isted first. Stamps found at scenes of overdoses are denoted with * (fatal) or ** (non-fatal).
FIBF is para-Fluoroisobutyryl fentanyl. 6-MAM s 6-Monoacetylmorphine.

Dng alr  Samp Aoy Date .
HeroinFentany4-ANPP Vi HpstesPaadie Skl Glases (mege) MntcCty Q1418 ATL zuw'e ;—*;’*m‘&&;;‘“{i"“l“;‘ﬂ‘"’-” (mage] §°fki“’éypo
Heroin/Fentanl Green  Patron Ramsey BER :C‘ e érr{n D‘ e Lnage assa‘lc ’
Rty M *Hose Bled & Nose (lnage) Garild BER i Blue - Bighsh & s e Pislc (o0
Rty Rl Supertad NP RedLim R gjzsk g;fm‘:““m f;:;gmo
Fentanyl /Acatyl Fentanyl Black  Jumanji & Monkey (Image) Camden Co PD CAM Pl Wil NP Somenle
Heroin/Acefyl Fentanyl Fenfanyl ~ Black  Witcheraft Camden Co PD CAM B  Domeyhu Serhope
Heroin/Acetyl FentanylFentanyl ~ Red  Telephone inside Circle (Image) (loucestar Twp CAM e G o Co 0
FIBF Black  Hipsters Paradise Berlin CAM Bl Chidag Waren (o0
Heroin/Fentany] Red  Rolex Camden Co S0 CAM B Wi StangerDanger Pilishug
Aoty Fetany et Black  Seph Cury Camden o PD Herain/Acetyl Fe:‘.taﬁvlfFenranvl Black Mansfield
FIBF /Furany| Fentany] Red  Rolex& Sword (Image) (amden (o PD o

Heroin/Fentanyl/4-ANP? Black  Witchoraft & Star In Circle Image) Camden Co PD Drug Stamp  Stamp Agency
Fentanyl/Acety! Fentanyl N/A Unmarked Pine Hill Herain Gen  Apple AtanticCity
HeroiFentanyl Black  KingKong & Ape (Image) Camden Co D Heroin Green  Apple & Apple ([mage) Atiantic City
Heroin/Pentany] Black  King Kong & Gorilla (Image) NS Herain Puple  EBT Ramsey
Heroin/Fentany] Red  Power Newark
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Three Stamps Involved in Multiple
Fatalities

Key Findings:
Three associated stamps, “Below 11", “Tom Brady”, and “Unforgiven,” have

caused multiple suspected fatal and non-fatal overdoses since May 1, 2018.

“Below 11" stamp, black ink,
white glassine

“Tom Brady” stamp, red ink,

white glassine

“Unforgiven” stamp, red ink,

white glassine

Suspected Fatal Overdoses

Suspected Fatal Overdoses

Suspected Fatal Overdoses

5/13/2018 |Spotswood, Middlesex

6/2/2018

Metuchen, Middlesex

5/13/2018 |Elizabeth, Union

6/1/2018

5/25/2018

Union, Union

Hazlet, Monmouth

5/11/2018|Eatontown, Monmouth

6/1/2018

5/21/2018

Linden, Union

Washington, Warren

Suspected Non-Fatal Overdoses

5/26/2018

5/10/2018

Elizabeth, Union

Little Falls, Passaic 5/7/2018

5/22/2018|0cean, Monmouth

Suspected Non-Fatal Overdoses

Rockaway, Morris

5/16/2018|Roselle Park, Union

6/4/2018

Suspected Non-Fatal Overdoses

Brielle, Monmouth

5/11/2018 | Middletown, Monmouth

5/7/2018

Keansburg, Monmouth

5/25/2018

Kenilworth, Union

5/10/2018 |Cranford, Union

5/1/2018

Newark, Essex

5/12/2018

Edison, Middlesex

5/9/2018 |Elizabeth, Union

5/1/2018

Keansburg Monmouth 5/8/2018

Perth Amboy, Middlesex

5/8/2018 |Asbury Park, Monmouth

5/8/2018 |Bridgewater, Somerset

5/8/2018 |Wall, Monmouth

5/7/2018 |Asbury Park, Monmouth

5/6/2018 |Neptune Twp., Monmouth

Associated Stamps (Locations)

5/28/2018

Unforgiven & Below 11

Neptune, Monmouth

5/21/2018

Unforgiven & Tom Brady

Essex County

5/16/2018

Unforgiven & Below 11

Newark, Essex

4/23/2018

Tom Brady & Below 11

Trenton. Mercer

4/17/2018

Tom Brady & Below 11

East Orange, Essex




Fentanyl tends to be shorter acting but more
potent. As a result...

Some users will like the explosive first “rush” in
spite of the shorter duration.

Some will dislike this because withdrawal will set
in quicker
Some might use 1t to overcome the tolerance or

blockade they had developed to either heroin or
other medications (e.g. Suboxone®, Vivitrol®)

Some might seek a heroin/fentanyl mix for the
intense rush of fentanyl with the longer duration
of heroin.



Legal Response: Ban

In New York State: On Federal Level (Feb. 2018):

HEADQUARTERS NEWS

7, 201

FEBRUARY 5, 2018 Albany, NY

Governor Cuomo Announces 30-Day Budget
Amendment to Help Combat the Fentanyl
Crisis in New York State

Legislation Will Add 11 Types of Fentanyl to the State's

Controlled Substances Schedule aly, fec

bringing this p

Governor Andrew M. Cuomo today announced a 30-day budget amendment will be
advanced to add 11 fentanyl analogs to the state controlled substances schedule and
provide the New York State Health Commissicner the authority to add any new drugs
that have been added to the federal sc ule, to the state controlled substances
schedule. These actions will support law enforcement in their efforts to stop the

spread of lethal drugs in New York State.




Fentanyl Derivatives and Other
Synthetic Opioids

Fentanyl Derivatives Synthetic Opioids

* Acetyl fentanyl ¢ MT-45
* Butyryl fentanyl * AH-7921
* B-Hydroxythiofentanyl « U-47700
* p-Fluoro fentanyl « W-15

* Acryl fentanyl + W-18

* Furanyl fentanyl

* Valeryl fentanyl




Carfentanil

A synthetic opioid
approximately at
least hundreds of
times more potent
than morphine and
50 - 100 times
more potent than
some fentanyl
compounds.




U-47700

Best_Feel como Welcoms Join Free or Signin Currency:USD B8

Home Spedials News Service Payment&Shipment Contact Us My Account Track

Product 4/4
U-47700

u-47700

4.59 outof 5, (27) reviews
91.9% of buyers enjoyed this product!

Price: $462-$0-$39.20
Save: 76% off

+ Shipping Weight: 1lbs
* 37 Units in Stock

AddtoCart:[i |
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Figure 5: Counterfeit Oxycodone Pills
Containing U-47700.

Source: Lorain County, Ohio, Sheriff's Office
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eDarkTrends update: NMew synthetic opioids, MPF-47, 700, U-4TDP, U-48,800, U-49,900, and
U-50,488 identified on two cryptomarkets.

MNew synthetic opioids emerge periodically ciroumwenting existing administrative bans and fueling the opiate fopiocid
crisis with unkmown substances_ In an effort to inform public health practitioners on new emerging substances in a
timely manner, the eDarkTrends project aims to collect and analyze synthetic opicids-related data from Darknet
oryptomarkets. Recently motified through the NDEWS network, new substances (U-48,800, ortho-
Methylmethoxyacetylfentanyl, Despropionyl ortho-Methylfentanyl) were identified by the Organized Crime Drug
Enforcement Task Force (OCDETF). Based on these recent developments, we would like to share some preliminary
results from the eDarkTrends project.

The “Fentanyl/Synthetic opioids” and “RC's” sections of three cryptomarkets (DreamMarket, Point / Tschka Free
Market, and Wall 5t Market) were monitored over a two-weeks period (03,/20,/2018-04,/03/2018). Five new non-
fentanyl-type synthetic opicids appeared on two cryptomarkets (Dreambarket and Wall 5t Market):

T . MPFE-A7 . 700 is sold by only one seller located in China and
Wender DescsChem (1200 44, 88w b shipping worldwide; advertised as “a synthetic opioid
A T A e substance of the benzamide chemical class that produces

ol e analgesic, relaxing, sedating and euphoric effects when
administered. AMPF is o new U47700 analogue ™ Chuantity
adwvertised varies from 2g (US550) to 1kg (USS6, S00).

U-ATDP is sold by only one seller located in China and shipping
worldwide; advertised as “g synthetic opioid substance af the
benzamide chemical class that produces analgesic, refaxing,
sedating and cuphoric effects when administered. U-4TDFP is
similar to U-51754 " Quantity advertised varies from 10g
(US5210) to 1kg (USS56,500).

U-48 800 is sold by three sellers, two located in China/Hong-
Kong and shipping worldwide {(no information on the
geographical location of the third seller). U-48 800 is
adwvertised as “an opicid analgesic arug analogue of originaily
U-47 700, just added ane methylene on the benzene ring, at the
same time, 2, 4-dichloropheny! replaced the 3 4-dichlorophenyi.
L-48800 is selective for the pu-opioid receptor, having around
7.5 x the potency of morph in animal models. Research results
shows that U-48800 has the same potency level as ariginally
U-47 700" Quantity advertised varies from 5g (US5150) to 1kg
(US56,500).

U-49.990 is sold by two sellers located in China and shipping worldwide; advertised as “a new product similor to U~
AFFO0. with high guality ” Quantity adwvertised wvaries from 1g (U5550) to 1kg (USS6500).

U-50.488 is sold by two sellers located in China and shipping worldwide; adwvertised as “a highly selective k-opioid

agonist, but withouwt any u-opicid antagonist effects. It has analgesic, diuretic and antitussive effects, and reverses the

memory impagirment produced by anticholinergic drugs_"™ Quantity advertised varies from 1g (U5540) to 1kg (USS6, S00).

LASTE i drtas s LA BT TR

MNB: prices vary daily accordingly to Bitcoin-US% exchange rate.

Principal Investigators: Framoois Lamy, PhD. {Lecturer, HSSIFP, Mahidol Universiy): Raminta Daniulaityte, Ph.D. (Associate
Professorffssociate Director, CITAR, WIS Amit Sheth. Ph.D. (Professor ard Dirsctor, Kno.s.sis, W3U 1 Co-lmvestigators: Robert
Carlsen, Ph.0. (Frofessor and Director. CITAR, WSU), Ramazi Mahhas, Fh.D. {Associate Professor, OFFHS, W3U). Monica Barratt,
Ph.bD. {Ressarch Fellow, MOARC, UNSW ) Ph.D. Student: Usha Lokala, M 2. (Kno e sis, WS
Contact: Francois Lamy (francois_lam@mmahidol.edu)
This study was supported by the NIDA Grant Mo, 1R210DA044518-01.
The funding source had no further role in the study design, in the collection, analysis amnd interpretation of the data.




Increased Access to Health Insurance
to Cover Addiction Treatment ...which
1s evolving

Mental Health Parity and Addiction

The P atient . Eqity Act of 2008

Passed by Congress

PrOteCtion on October 3, 2008 i

Affordable
Care Act

ig
It’s gotta go.
Repeal and o
replace with 7
something

TTTTT

111th Congress of the United States
H.R. 3590




As a result...

* Increased access for more people into
healthcare, including addiction
treatment.

* Addiction treatment becoming an
attraction to the private sector.
Implications for privatization of
treatment, pharmaceutical
development



Receipt of Opioid Use Disorder Treatment at Specialty
Facilities or Private Doctor Offices

PAST YEAR, 2015 - 2017, 12+ WITH DISORDER

ﬁk W 2015

2016
2017

[llicit Drug Use Disarder Opioid Use Disorder Heroin Use Disorder Prescription Pain Reliever Use Disorder

Special analysis of the 2017 NSDUH. + Difference between this estimate and the 2017
estimate is statistically significant at the .05 level. MMHM
Substance Abuse and Mental Health
Services Administration




The Market for Addiction
Treatment 1s $35 Billion

TREATMENT CENTER <
Investment .
&Valuation

RETREAT

December 10-12, 2018 | Scottsdale, AZ

Investing in Addiction Treatment and Recove'ry —

A & B 5 % € Hi o Free

Home My Network Jobs Messaging  Notifications Me ™ Work ™ |

Investing in Addiction Treatment and
Recovery

Publishe

Gina Meyer <4 Follow
Senior Program Manager at Institute for the Advancement of

Behavioral Healthcare
190 articles

The fourth annual Treatment Center Investment & Valuation Retreat brings together owners

and senior executives from the addiction treatment and recovery community to meet with

key members of the investment and financial community for an exclusive three-day

educational, business, and networking event.




Little-to-no federal or (in some states) local
oversight for treatment credentials or pricing

Advertised high success rates with no valid
evidence.

Real-estate investing for lightly regulated
“Sober Homes”.

“Finders fees” & for hotlines, referral lines,
interventionists, etc. who bring referrals
(patient brokering).

“Creaming’’ of self-pay and private insurance
coverage away from public and non-profits.



Patient Brokering

What is Patient Brokering and how does it work?

Rehab Facilities will hire people to
recruit drug addicts or alcoholics
into their programs.

Recruiters are paid for every
person they sign up.




In New York State

 OASAS has 1ssued guidance
specifically prohibiting 1t’s
authorized providers from
engaging in dual
relationships, “steer clients”,
accept certain kinds of
remuneration, etc.

« Mental Hygiene L. § 32.06 prohibits any individual, addiction
professional, credentialed professional, health care provider, health care
facility or substance abuse program from giving or receiving a
commission, bonus, rebate, or kickback, directly or indirectly, to induce
the referral of a potential service recipient in connection with the
performance of substance abuse services. This section establishes any
violation of this section will constitute a misdemeanor.



SERVICES RESOURCES CAREERS ABOUT Contact BEE

Addiction Treatment Certification

Let search engines know that you operate safely and legally with LegltScript Certification for providers of drug and alcohol addiction
treatment.

Addiction Treatment Certification is an important service from LegitScript for providers of drug and alcohol addiction
treatment.

LegitScript provides the only certification service for drug and alcohol addiction treatment providers that is relied on by Google and Facebook to vet advertisers for
eligibility. Reduce costly interruptions to your Google Ads and Facebook Ads by getting LegitScript-certified.

Who Addiction Treatment Certification applles to:

+ In-Person Addlction Treatment (Google and Facebook): Any website, application, or merchant that provides information about in-persa

online drug or alcohol treatment, other than ata private residence or non-clinical setting el nces, which do not pi

rug or alcohol addiction treatment, or facilitates in-person or
ddiction treatment, provide or purport

r setting), and are not part of a larger treatment pi fered by an addic reatment provider,
are not eligible for certification.

 Mutual Support Groups (Google): Any website, application, online forum, or merchant that not offer treatment for drugs or alcohol, but that facilitates interactions between non-
members engaged in recovery.

* Crlsls HotlInes (Google): Any i plication, call center, chat feature, or telephone number that provides or purports to provide remote assistance or information to individuals who are in recovery

or who are seeking information about a ol ction treatment, or to any person associated with such individuals, that does not identify particular treatment facilities or entities on the site itself.

Facebook 1s
Nnow requirin
addiction
treatment
centers to
obtain
certification
from a
monitoring
Service



al Investigation | Substance Use and Addiction

Changes in Buprenorphine-Naloxone and Opioid Pain Reliever
Prescriptions After the Affordable Care Act Medicaid Expansion

Cmmmmm—— “Medicaid
o S expansion was
' - associated with a
= ===M significant overall
—— S increase 1n people
SBl-—= f{i|ling prescriptions
for buprenorphine

with naloxone.”

f claims wera extracted from [QV1A real-world data from an anonymized, |




Addiction Medications

 Insurers cannot require prior approval for emergency
supplies of drug treatment medications. Similar
provisions that apply to managed care providers treating
Medicaid recipients who seek access to buprenorphine
and 1njectable naltrexone took effect in June 2016

* Insurance companies must cover the costs of naloxone
when prescribed to a person who 1s addicted to opioids
and to his/her family member/s on the same insurance
plan.

e Trained professionals can now administer naloxone in
emergency situations without risk to their professional
license.



The current thinking on the best
treatment for opioid abuse:

“MAT (medication assisted treatment) 1s the use of medications (1.e.
buprenorphine, methadone, extended-release injectable naltrexone),
in combination with counseling and behavioral therapies, to provide
a whole-patient approach to the treatment of substance use
disorders, including opioid use disorders.”

“Studies have shown that the most effective treatments for opioid
use disorders are those that include a set of comprehensive medical,
social, psychological and rehabilitation services that address all the
needs of the individual.”

“Although MAT has significant evidence to support it as an

effective treatment, it remains highly underutilized...”

— Source: Opioid Abuse in the U.S. and HHS Actions to Address Opioid-Drug Related Overdoses and
Deaths. Dept. Of Health & Human Services Office of the Asst. Secr’y for Planning & Evaluation.
March 26, 2015.



Medications Currently
Available for the
Treatment of Opio1d
Dependency

e Methadone

» Naltrexone (including Vivitrol « &
Narcan «)

* Buprenorphine



Naloxone (Narcan «)

* Opio1d antagonist
which reverses
. . Emergency Opiate Overdose
opioid overdoses Kit Instructions

* Flushes other opioids JEEEEEE

] “ 2 naloxone (2 mg /2 ml) in prefilled needless Svr & -‘,;.v’" °

off the receptors &
prevents them from
30-90 minutes T i

PP




New York State Law...

* Allows patient-specific or
non-patient specific
prescribing, dispensing or
distributing an opioid
antagonist to a person at
risk of experiencing an
opioid-related overdose, or
a family member, friend or
other person 1n a position
to assist a person
experiencing or at risk of
experiencing an opioid-
related overdose.




Buprenorphine originally came 1n
two forms:
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“The Film”

DEMONSTRATION g ——

FILM

The 5LIh||I'H]LId| film in this package does not c
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form in a physician's off
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Now Available: Generic buprenorphine, and
other buprenorphine-based products

ZUBSOLV VS SUBOXONE

ZUBSOLVY Suboxone tablet Suboxone film
5.7 mg/lldmg 8 mg/2 mg 8 mg/2 mg




FDA News Release

FDA approves first generic versions of Suboxone sublingual
film, which may increase access to treatment for opioid
dependence

Agency is taking addtional steps to advance the development of new FDA-approved treatments for opioid dependence and encourage their more
widespread use

For Inmediate Release June 14, 2018

Release The U.S. Food and Drug Administration today approved the first generic versions of Suboxone (buprenorphine and naloxone)
sublingual film (applied under the tongue) for the treatment of opioid dependance.

“The FDA is taking new steps to advanca the davelopment of improved treatments for opioid use disorder, and to make sure
these medicines are accessible to the patients who need them. That includes promoting the development of better drugs, and
also facilitating market entry of generic versions of approved drugs to help ensure broader access,” said FDA Commissioner
Scott Gottlieb, M.D. “The FDA is also taking new steps to address the unfortunate stigma that's sometimes associated with
the use of opioid replacement therapy as a means to successfully treat addiction. Patients addicted to opicids who are
aventually treated for that addiction, and successfully transition onto medicines like buprenarphing, aren't swapping one
addiction for another, as is sometimes unfortunately said. They're able to regain control of their lives and end all of the
destructive outcomes that come with being addicted to apiocids. When coupled with other social, medical and psychological
sarvices, medication-assisted treatments are often the most effective approach for opioid dependanca.

Medication-assisted treatment (MAT) (/Drugs/DrugSafety/Informationby DrugClass/ucmé00092.htm) is a
comprehensive approach that combines FDA-approved medications (currently methadane, buprenorphing, or naltrexone) with




Treatment Magazine

Addiction Industry News
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Newswires
Purdue Pharma Scion Granted Opioid Addiction Therapy Patent

09/07/2018 -ATIN- A scion of the family that controls Oxycontin maker Purdue Pharma, Dr. Richard Sackler, has
been granted a U.5. patent on a new opioid addiction therapy. The patent was granted for a new drug, 3
variation on the blockbuster compound buprenorphine.

The Sackler family of Connecticut has long controlled Purdue, which has come under intense fire for alegedly
kicking off the opiate addiction epidemic through unscrupulous and misleading advertising and marketing of
OxyContin. Dr. Richard Sackler was at one time the CEQ of Purdue, a time when OxyContin sales were soaring,
driving immense profits at Purdue.

Purdue is now facing over 1,000 lawsuits, many brought by state attorneys general seeking redress and
compensation for the medical and economic damages caused by alleged improper and misleading marketing of
OxyContin, which the suits claim was a major cause of the unprecedented opiate addiction epidemic. The
fatest COC number put OD deaths in 2017 at 72K+, up from $62K+ in 2016. That makes opiate ODs one of
the leading causes of premature death.




SAMHSA Gives No Information on How Many Patients Are on
Buprenorphine or How Well They Are Doing — Addiction
Treatment Forum

By Alison Knopf

Opioid treatment programs (OTPs) must submit a plethora of information on their services to the Substance Abuse and
Mental Health Services Administration (SAMHSA). Office-based outpatient treatment (OBOT) providers who prescribe
buprenorphine must submit exactly nothing, it appears.

On May 20, we asked SAMHSA, “How is office-based treatment with buprenorphine working, since the patient cap was
increased from 100 to 275 in July of 2016? How many patients are getting treatment? What kind of treatment are they
getting? Are doctors reporting anything?”

On May 23, SAMHSA responded: "The only MAT data we have would be from N-SSATS, and that doesn't include
private practitioners.” (N-SSATS is the National Survey of Substance Abuse Treatment Services.)

SAMHSA then provided this statement: "SAMHSA promotes access to medication-assisted treatment for opioid use
disorder through training of providers (e.g., physicians, nurse practitioners, and physician assistants). For example, the
4,151 buprenorphine prescribers who have increased their patient limit from 100 to 275 represent the potential to treat
up to 726,425 additional people with opioid use disorder. Starting with the 2019 National Survey on Drug Use and
Health [NSDUH], SAMHSA is planning to include questions on the use of medication-assisted treatment among
Americans for the treatment of opioid and alcohol use disorders.”




Patients Are More Likely To Stop Taking Certain Medications

Many patients who received MOUD prescriptions
stopped taking the medication within the first 30 days.
Patients were least likely to stop taking S/O BUP/NAL
(31 percent) and most likely to stop taking oral NTX
(70 percent).

Dr. Morgan cites several reasons why patients might be
more likely to discontinue some medications than others:
* Patients who stop taking NTX do not experience
withdrawal symptoms, making it easier to discontinue
that medication. In contrast, stopping opioid agonists,
such as BUP, leads to withdrawal symptoms.
Opioid agonists, such as BUP, may have greater
rewarding effects.
SIOBUPNAL SublingualBUP  OralNTX  XR-NTX  TranstermalBUP  *  The logistics of treatment (e.g., frequency of
administration, oral administration vs. injection) may
influence medication compliance.

Treatment Within 30 Days (%6)
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Adapted from Morgan et al. 2017; permission for use of data provided by Dr. J.R. Morgan
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Who Can Prescribe?

For “qualifying” licensed physicians...
— Board certified in Addiction Psychiatry
— ASAM or AOA certified
— Bupernorphine Clinical Trial Investigator
— & hours of specific training

— have other training/clinical experience that 1s considered
comparable

Has a DEA Identifier Number

Only up to 30 patients initially, can apply for up to 275 after 1
year and either: 1) possess subspecialty board certification in
addiction medicine or addiction psychiatry or 2) practice in a
“qualified” practice setting



The 2016 Comprehensive
Addiction and Recovery Act
authorizes Nurse
Practitioners and Physician
Assistants with 24 hours of
training to also prescribe.



U.S. Department of Justice

United States Attarney
Southern District af New York

B Chambars Sirwed
Mow York, Mew Fork 6

October 3, 2017

By Fi s Mail

Mew York State Office of the Attorney General
Omne Civic Center Plaza, Suite 401
Poughkeepsie, NY 12601

Re: Medication-Assisted Treatment end the ADA
Dear New York State Office of the Atomey General:

It has come to our attention that the Family Court and Surrogate’s Court in Sullivan
County, New York, as well as the stakeholders involved with those courts, may benefit from
further information about the ADA's application to individuals receiving medication-assisted
treatment (“MAT"™), such as treatment with methedone or buprenorphine, for substance use
disorders.

Title IT of the Americans with Disabilities Act (“ADA™), 42 U.5.C. §§ 12131-34, protects

- qualified individuals with a disability from diserimination by public entities—including state and
local courts—on the basis of their disability. As explained below, a MAT participant will often
be a “qualified individual with a disability™ under the ADA, either because the person has a
current or past history of an opioid wse disorder that substantially limits a major life activity, or
because the person is regarded as having a disabling impairment by reason of her participation in
MAT, Ifa MAT participant is a qualified individual with a disability, then the ADA prohibits
the Sullivan Family Court and Sullivan Swrogate's Court from (1) denying the MAT participant
the benefits of their services, programs, or activities; (2) excluding the MAT participant from
their services, programs, or activities; or (3) otherwise subjecting the MAT participant to
discrimination, by reason of her disability. See 28 C.F.R. § 35.130. For example, a court
generally could not deny a parent visitation with her child by reason of the parent’s past history
of oploid use disorder or current use of MAT. MNor could a court impose & blanket rule requiring
parents to stop participating in MAT in order to gain custody of their children.

We recognize that safety concems are paramount when courts make decisions about the
care and custody of children and other vulnerable individuals. Under the ADA, a public emity is
not required to allow someone to participate in or benefit from its services or programs if the
person poses a “direct threat 10 the health or safety of others.” 28 C.F,R. § 35.139. Thus, in the
above example, a court could deny a MAT participant castody or visitation rights if the parent
posed a direct threat o her child. Crucially, the ADA requires a public entity to base its
assessment of “direct threat” on an individualized evaluation that is grounded in current medical
knowledge and the best available objective evidence. /d. A coun may not conclude that a MAT
participant poses a “direct threat” based on generalizations or scientifically unsupported
assumptions about MAT or persons who receive MAT for opioid use disorders.



M.A.T. in Nursing Homes

STAT ¥ United States Department of Justice

THE UNITED STATES ATTORNEY'S OFFICE

DISTRICT 7/1 MASSACHUSETTS
C

Mursing homes routinely refuse paople on addiction treatment — which some sxpens say isillagal
By loan Bead

ApllT 20 ABOUT DIVISIONS OUTREACH & INITIATIVES RESOURCES

[ 3
\ - ” ﬂ U.S. Attorneys » District of Massachusetts » News

Department of Justice
U.S. Attorney’s Office

District of Massachusetts

FOR IMMEDIATE RELEASE Thursday, May 10, 2018

U.S. Attorney’s Office Settles Disability Discrimination
Allegations at Skilled Nursing Facility

BOSTON — The U.S. Attorney’s Office reached a settlement agreement today with Charlwell House, a
skilled nursing facility in Norwood, to resolve allegations that the facility violated Title ITI of the
Americans with Disabilities Act (ADA) by refusing to accept a patient because they were being treated for
Opioid Use Disorder (OUD).

Charlwell House is a 124-bed health and rehabilitation center that provides skilled nursing services and
rehabilitation programs. According to a complaint filed with the United States Attorney’s Office, an
individual seeking admission for treatment at Charlwell House was denied because they were being
treated with Suboxone, a medication used to treat OUD. Individuals receiving treatment for OUD are
generally considered disabled under the ADA, which among other things prohibits private healthcare
providers from discriminating on the basis of disability.

“Our office is committed to protecting the rights of people with disabilities, which includes those in
treatment for an Opioid Use Disorder,” said United States Attorney Andrew E. Lelling. “The number one
enforcement priority of my office is addressing Massachusetts’ opioid crisis. Overdoses killed more than
2,000 individuals in Massachusetts last year alone. As Massachusetts faces this overdose epidemic, now
more than ever, individuals in recovery must not face discriminatory barriers to treatment. We appreciate
the cooperation that Charlwell House has offered throughout our investigation.”

Under the terms of the agreement, Charlwell House will, among other things, adopt a non-discrimination
policy, provide training on the ADA and OUD to admissions personnel, and pay a civil penalty of $5,000 to
the United States.

This matter was handled by Special Assistant U.S. Attorney Gregory Dorchak of Lelling’s Civil Rights Unit.

The Civil Rights Unit of the U.S. Attorney’s Office was established in 2015 with the mission of enhancing
federal civil rights enforcement. For more information on the Office’s civil rights efforts, please visit
Aaplnfliel wid ) dom of meicks. Laro oo fir STAT www._justice.gov/usao-ma/civil-rights.




Lucemyra © (lofexidine)

“the first and only non-opioid medication
indicated for mitigation of opioid
withdrawal symptoms”

“LUCEMYRA is not a treatment for opioid
use disorder. Patients who complete

Rxonly  NDC 27505-050-96

Lcemyrar
(ofexiding) tablets

opioid discontinuation are likely to have a
reduced tolerance to opioids and are at
increased risk of fatal overdose should

wcemyra

they resume opioid use. Use LUCEMYRA in

patients with opioid use disorder only in
conjunction with a comprehensive
management program for the treatment
of opioid use disorder and inform patients
and caregivers of this increased risk of
overdose.”

— Source: Manufacturer website



~ . |

N5 ' ; ‘ ’/ MITRAGYNA SPECIOSA

il 167. 2002 152X STANDARDIZED
e RIS " PURE KRATOM EXTRACT

Figure 2. Images of kratom products purchased at a “smoke shop” in suburban Chicago. The images show chopped
leaves (Al which are typically brewed into “kratom tea”™, capsules containing finely chopped leaves (B), and compressed
tablets containing leaves or resin (C).




* Grows from 15 - 50 feet tall; native to Southeast Asia.

 While legal under federal law, it has been banned in
several states.

e Advertised and sold online as

— “cheaper alternative” to traditional opioid
replacement therapies (as it binds to opiate
receptors, but quite differently from morphine,
etc., )

— a detox drug
— a treatment for chronic pain
— an anti-anxiety remedy



e Varied reports of overall
effects: kratom leaves have
been chewed for stimulant,
sedative, and euphoric
effects. They can also be
smoked, brewed as a tea, or
made 1nto an extract.

e The primary active
chemicals are mitragynine
& 7-hydroxymitragynine.
Different versions of the
plant might have
significantly different levels
of these chemicals.




STAT

Salmonella outbreak in 20 states linked to kratom consumption

Fobeuary 20, 2018

Apopular herbal supplement th: ple use in lien of rful opioid dmgs has been linked to an outbreak
almonella, the Centers for Disease Control and Preventic
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Billing Code 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1308

[Docket No. DEA-442]

Schedules of Controlled Substances: Temporary Placement of Mitragynine and 7-

Hydroxymitragynine into Schedule I

AGENCY: Drug Enforcement Administration, Department of Justice

ACTION: Notice of intent.

SUMMARY: The Administrator of the Drug Enforcement Administration is issuing this
notice of intent to temporarily schedule the opioids mitragynine and 7-
hydroxymitragynine, which are the main active constituents of the plant kratom, into
schedule I pursuant to the temporary scheduling provisions of the Controlled Substances

Act. This action 1s based on a finding by the Administrator that the placement of these

February 2018

FOA Statement

Statement from FDA Commissioner Scoft
Gottlieb, M.D., on the agency's scientific
evidence on the presence of opioid

compounds in kratom, underscoring its
potential for abuse

Addltional adverse events associatad with kratom use (dentified

For Immediate Release

February 6, 2013

Summary

FOA releases advers events and scientfic analyais providing even stronger evidsnce of kratom compounds
Opiaid properties.




Approved September
2017 by the FDA

“The first mobile medical
application to help treat
substance use disorders
(SUD). ..The ReSet®
device is indicated as a
prescription-only adjunct reSET® for Substance Use Disorder

with SUD who are not =

currently on opioid o

replacement therapy, J | J

who do not abuse alcoho! [l — E
solely, or whose primary st Fcrg S e o i i

substance of abuse is not
opioids.”

reSET® as a Prescription Digital Therapeutic for Treating Substance Use Disorder



Approved November 2017 by the FDA

“The NSS-2 Bridge® device is a
small electrical nerve
stimulator placed behind the
patient’s ear. It contains a
battery-powered chip that
emits electrical pulses to
stimulate branches of certain
cranial nerves. Such
stimulations may provide
relief from opioid withdrawal
symptoms. Patients can use
the device for up to five days
during the acute physical
withdrawal phase.”




The FDA Approval Process

dAre
Innovations
being too
“fast-tracked”
In response to
the opioid
pandemic?




215t Century Cures Act Speeds Up FDA Approval Process,
But For Better or For Worse!?

Arguments For and Against 21* Century Cures Act Changes to the FDA Approval Process

Section 2062 on Evidence Standards for
Drugs and Medical Devices: “Evaluate the

potential use of evidence fram clinical experience *

Key Takeaway: The FOA would be able to
consider evidence from clinical case studies
when evaluating efficacy, rather than more
rigorous randomized controlled trials

Section 2121 on Antibiotic

[}
drugs for use in a limited population

Key Takeaway: Mew antibiotics would be
approved to enter the market for a limited
population of patients with antibiotic-resistant
infections after “limited” testing

SUPPORTERS 5AY

Waiting for resules of large clinical
trials slows down the approval
process, keeping potentially lifesaving
drugs and medical devices from
patients for years.

SUPPORTERS 5AY

Speeding up the approval process for
nevw antibictics will help combat che
antibiotic-resistant infections crisis
and save lives of affected patients.

Analysis

CRITICS 5AY

This would allow drugs to be approved
based on anecdotal evidence, which may
not accurately represent actual efficacy

of the drug or medical device.

CRITICS SAY

This would allow for the results of
animal studies alone to be used as
evidence of efficacy, which may not
rranslate to efficacy or safecy for
hurnans.

*The bipartisan 21* Century Cures Act (H.R. &) passed 344 - 77 in the House on July 10%, 2015. It would expedite the FDA approval
process for drugs and medical devices by providing alternative regulatory pathways under certain circumsznoes.

*SUpportars say changes in the regulatory process would increase the number of new lifesayving drugs entering the market, while cridcs
believe that the bill would lead to che approval of ineffective and potentially unsafe drugs.




FDA Is Approving More New Drugs and Rejecting Fewer Overall

FDA Approvals of “Novel” Drugs FDA Rejections of All Applications

The number of “novel” drugs — those with new The FDA's Center for Drug Evaluation and
chemical structures — approved by the FDA Research is denying a smaller percentage of all
nearly doubled over the last 10 years. drug applications.

2011 2014 2017 201 2014




The FDA’s assessment of depot naltrexone’s efficacy was
primarily based on a single trial in Russia, in which 250
eligible patients were randomly assigned to receive
depot naltrexone or placebo

Of the patients...
— 41% were HIV positive
— 91% were Hep C positive

54% of patients did not complete the protocol and just over half
of those on naltrexone received the full treatment course

It was not a true “double-blind” study in that any opiate use
would indicate if a subject was on naltrexone or placebo

Inclusion criterion included patients having someone available to
supervise attendance, the provision of individual counseling, and
the promise of active XR-NTX treatment for all patients after 6
months in the subsequent open-label extension safety study.



The Bridge® was not
approved by the FDA based
on any standard clinical
trial (e.g. double blind or vs.
placebo study, informed
consent, measure of
dropout or relapse rate,
etc.).

Data was based on
“retrospective assessment”
which looked at patient
records and reports of
withdrawal symptomes,
including by an author who
had a potential conflict of
interest.




Proposed changes for meeting
“effectiveness” criteria

1 Reduction in drug-taking (standard
“endpoint”)

Opioid Use Disorder:

Endpoints for Demonstrating 1 Mortality (overall or overdoses)
Effectiveness of Drugs for 1 Need for emergency interventions
Medication-Assisted Treatment 1 Hepatitis C conversion
Guidance for Industry i
1 Patient reports on how they feel or
DRAFT GUIDANCE function

1 Intensity of urge to use

Rm.
cket number listed in the n

Healthy intranasal users of heroin
(men and women, age 21-45yr's)
neededfor 9-10 week inpatient study

rding this conta vana Borg

of medication effects at the NY State

Psychiatric Institute, Earnbetween

$3300 and $3900. Call the Substance
Use Research Center at (212) 543 6243.

U.5. Department of Healt
Food and Drug




New York State Department of Health Announces Opioid Use to be
Added as a Qualifying Condition for Medical Marijuana

Ad d e d Opioid Use Joins 12 other Qualifying Conditions Under the Compassionate Care Act
"The opioid epidemic i
2 O 1 8 pdllt‘l'l['\ in tht- mmt f

State Department of Health today announced it will develop a regulatory amendment to add opioid

IC wyotrophic latera
wel disease: neuropathy:

1_rnd|t|1_rn for medical marijuana will allow

“...any condition for which an opioid could be prescribed as a qualifying
condition for medical marijuana.”
“In addition, the regulation adds opioid use disorder as an associated condition.

This allows patients with opioid use disorder who are enrolled in a certified
treatment program to use medical marijuana as an opioid replacement.”
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“Cannabis use was common in
people with chronic non-cancer pain Effect of cannabis use in people with chronic non-cancer pain
who had been prescribed opioids, prescribed opioids: findings from a 4-year prospective
but we found no evidence that cohort study

cannabis use improved patient ' '
outcomes. People who used
cannabis had greater pain and lower
self-efficacy in managing pain, and
there was no evidence that cannabis L B e o 2 g ;;.H,M oy o
use reduced pain severity or ' il 2014 B
interference or exerted an opioid-

sparing effect. As cannabis use for
medicinal purposes increases
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Patients With Substance Use Disorders (SUDs)
Have an Increased Risk of Major Medical
Conditions
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Total amounts paid for opioid addiction and overdose treatment diagnoses for enrollees in large
employer plans, in millions, 2004-2016

$2,500

$382
$275  $289 3278

2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016

Prteraon Kalser

Source: Kaiser Family Foundation analysis of Truven MarketScan data, 2004-2016 » Get the data * PNG Health System Tracker




 Insurance needs to control expenses, especially
high-cost care (inpatient, E.R., hospital-based
care, etc.)

« Some 1nsurers made access to treatment more
difficult, including...

— Pre-approval for admissions

— “Fail-first” policies

— Caps on treatment stays and/or medications
— Vague admission or continued stay criteria
— Etc.



New York State legislation now
staftes...

e No prior authorization or concurrent review for first
14 days of most levels of care that are deemed
medically necessary care.

— But, must notify insurer within 48 hrs. of
admission and provide 1nitial treatment plan

e Admission based on OASAS-approved clinical
criteria tool (e.g. LOCADTR 3.0, ASAM PPC)

* More regulated review and appeals processes
(including use of LOCADATR 3.0 for review)



Reforms & enforcement of
insurance law

* Require coverage for
“medically necessary”
addiction medications

* Elimination of arbitrary
limits



Harm Reduction

Figure 67. Reasons for Not Receiving Substance Use Treatment
in the Past Year among People Aged 12 or Older Who Felt They
Needed Treatment in the Past Year: Percentages, 2017

Not Ready to Stop Using

Mo Health Care Coverage
and Could Not Afford Cost

Might Have Megative Effect on Job

Might Cause Neighbors or Community
to Have Megative Opinion

Did Not Know Where to

Go for Treatment

Did Mot Find Program That Offered
Type of Treatment That Was Wanted

0 10 20 30 40 50 B0
Percent

Note: Respondents could indicate multiple reasons for not receiving substance use treatment; thus,
these response categores are not mutually exclusive.
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De Blasio Moves to Bring Safe
Injection Sites to New York City

yor Bill de io, in endorsing a plan to open safe injection sites in New York, said the program
s and get more New Yorkers into the treatment they need. y, part of a1 opicid anti 5 i B vt to paks

inmates at the Que ctional Facility in Queen: ork, U.S., April 9,




® United States Dey nt of Justice Offices of the United States

THE UNITED STATES ATTORNEY'S OFFICE

DISTRI {:’1}/ VERMONT | SEARGH.

HOME ABOUT NEWS MEET THE U.S. ATTORNEY PROGRAMS CAREERS CONTACT US

U.S. Attorneys » District of Vermont » News

Department of Justice
U.S. Attorney's Office

District of Vermont
FOR IMMEDIATE RELEASE Wednesday, December 13, 2017

Statement of the U.S. Attorney’s Office concerning Proposed Injection Sites

In studying safe injection facilities (SIFs), the Chittenden County State’s Attorney (CCSA) and the Commission members were motivated by their
desire to save lives and combat the scourge of opiate addiction in Vermaont. Everyone in the law enforcement community shares these goals.
The U.S. Attorney’s Office, however, disagrees with the recommendation of the Commission that SIFs be established in Vermont. SIFs are
counterproductive and dangerous as a matter of policy, and they would violate federal law.

As to policy, the proposed government-sanctioned sites would encourage and normalize heroin use, thereby increasing demand for opiates and,
by extension, risk of overdose and overdose deaths. Opiate users, moreover, all-to-often believe they are purchasing heroin when, in fact, they
are purchasing its common substitute, fentanyl, ingestion of which gives rise to greatly enhanced dangers of overdose and fatality. Introduction of
fentanyl to SIFs would create additional public health risks, not only for the users, but for SIF staff members who might come in contact with that
highly potent substance. Further, heroin and other opiates are not Verment products, but rather, introduced to Vermont from out-of-state. End
users — no matter the location they use — fuel the national and international market. When users purchase heroin (or fentanyl) for injection at an
SIF, those transactions will stimulate the heroin market and put money into the hands of out-of-state profit-driven dealers and drug trafficking
organizations, while doing nothing to ensure that consumers stop purchasing and injecting herein. SIFs would, thus, frustrate and undermine
years of hard work by those in Vermont law enforcement and the treatment community to decrease opiate use and trafficking. Such facilities
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Fentanyl Test Strips

ONE LINE = TWO LINES
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The Internet



Some parts of the
web can only be
accessed through
anonymising software
(e.g. Tor, I2P, etc.).
This part of the
internet is often
called the “darknet”
or the hidden web
and allows for
additional privacy or
anonymity.

/. Deep Web

>90% of Internet
= Unindexed Interet

=
l Dark Web (Darknet)

- Subset of Deep Web
- Hldden Services



Cryptomarkets
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Drug Monitoring Initiative
Dark Web & Drug Awareness
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Cryptomarket: an online
marketplace that

1 hosts multiple vendors

1 provides participants
with anonymity via its
location on the hidden
web and use of
cryptocurrencies (e.g.
Bitcoin) for payment

1 aggregates and displays
customer feedback
ratings and comments.



Attractions of drug
cryptomarkets include:

1 Accessing drugs you can’t get locally (including
painkillers!)

1 Anonymity
1 Removal from street drug market violence

1 Information and advice from a community of
users

1 Quality control (e.g. non-adulterated opioids in a
fentanyl-saturated area)

1 Local delivery
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Change how we prescribe

Opioid prescriptions are
decreasing nationwide.

Between 2013 and 2017, the number of opiocid prescriptions
decreased by more than 55 million—a 22.2 percent decrease
nationally. All 50 states have seen a decrease in opioid prescriptions
over the last five years!

The nation saw a 9 percent decrease—more than 19 million
fewer prescriptions—between 2016 and 2017 alone.

The American Medical Association (AMA) urges physicians to
continue to make judicious prescribing decisions to ensure
comprehensive, compassionate pain care and to talk with their
patients about safe storage and disposal of all unused and
unwanted medications.

Total opioid prescriptions
{im millions)

251.8 244.5

o 227.8

Ly 215.1

o L0

Q4

2013 2014 2015 2016

Sources: Xponent, QWA




Regulatory Responses

Prescription Monitoring Eliminate paper prescriptions;
Database mandate e-scripts

Prescription
Drug

Monitoring
Program




In New York State: I-STOP ( Internet System for Tracking Over-
Prescribing - Prescription Monitoring Program)

« Effective August 27, 2013, most
prescribers are required to
consult the Prescription
Monitoring Program (PMP)
Registry when writing
prescriptions for Schedule II, 111,
and IV controlled substances.

Practitioners
& Pharmacists

;. contack

oting to

« Patient reports will include all
controlled substances that were
dispensed in New York State and
reported by the
pharmacy/dispenser for the past
six months.

ENYSPMP

is Available Online

New York State Bepartment of Health
Bureau of Harotic Enforcement




Making a Difference: State Successes

New York

75%‘

2012 Action:

New York required prescribers to check
the state’s prescription drug monitoring
program before prescribing painkillers.

2013 Result:

Saw a 75% drop in patients who were
seeing multiple prescribers to obtain the
same drugs, which would put them at higher
risk of overdose.

Florida

50% ,',

2010 Action:

Florida regulated pain clinics and stopped
health care providers from dispensing
prescription painkillers from their offices.

2012 Result:

Saw more than 50% decrease in overdose
deaths from oxycodone.

Tennessee
’36%‘

2012 Action:

Tennessee required prescribers to check
the state’s prescription drug monitoring
program before prescribing painkillers.

2013 Result:

Saw a 36% drop in patients who were
seeing multiple prescribers to obtain
the same drugs, which would put them at
higher risk of overdose.

SOURCES: NY, TN: PDMP Center of Excellence at Brandeis University, 2014, FL; Vital Signs Morbidity and Maortality Weekly Report, July 1, 2014,

* Did tighter monitoring of painkiller
prescribing result in driving more opioid users
toward 1llicit versions?



PMP NTERCONNECT

Legend
B NABP PMP InterConnect Participant (System Live)
. Memorandum of Understanding Executed
Pending NABP PMP InterConnect Participant
D Prospective NABP PMP InterConnect Participant
MOU Executed for Multi-Jurisdictional Collaborative PMP




Law Change

* In NYS (effective July 2016) : Limit the
prescription to seven days for acute pain at
initial consultation

— Applies to schedule II, III and IV opioids

— Defines “acute pain” as pain that the
practitioner reasonably expects to last only a
short period of time

— Excludes chronic pain, pain being treated as
part of cancer care, hospice or palliative care
practices
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U.S. Drug
i Enforcement
- Administratiosn

FOR IMMEDIATE RELEASE

August 16, 2018
Contact: DEA Public Affairs

(202) 307-7977

Press Release

Justice Department, DEA propose significant opioid manufacturing reduction
in 2019

W SHINGTON — The Department of Justice and LS. Drug Enforcement Administration have proposed a
reduction for controlled substances that may be manufactured in the U3, next year. Consistent with
President Trump's “Safe Prescribing Plan™ that seeks to “cut nationwide opioid prescription fills by one-third
within three years * the proposal decreases manufacturing quotas for the six most frequently misused
opioids for 2019 by an average ten percent as compared to the 2018 amount. The Motice of Proposed
Rulemaking marks the third straight year of proposed reductions, which help reduce the amount of drugs
potentially diverted for trafficking and used to facilitate addiction.




Medications Americans Take
for Chronic Pain

Hazelden Betty Ford Foundation, “Chronic Pain in America;
Consequences, Treatments and Addiction,” 2014,

Marijuana B 5.80%
Sedatives [ 11.00%
Mood Stabilizers [ 13.30%
Benzodiazepines [ 19.50%
Muscle Relaxants | INEEENNNN 34.50%
Anti-Depressants | INEEN 37.00%
Opioids NN 38.20%

They'd never ask a
Diabetic To stop
Insulin ...why are
they taking pain
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RESEARCH

Effect of restricting the legal supply of prescription opioids on
buying through online illicit marketplaces: interrupted time series
analysis

James Martin, Jack Cunliff vecary-Hetw,? Judith Aldridge®

Will more-
restrictive
prescribing
drive pain
management
patients onto
cryptomarkets?

theirdru




Challenges to 42 CFR

The Honorable Tim Murphy The Honarable Earl Blumenauer

United 5tates House of Representatives United States House of Represantatives
32 Rayburn House Office Building 1111 Longworth House Office Building

Washington, DC 20515 Washington, DC 20515

Dear Representatives Murphy and Blumenauer:

The undersigned members of the Fartnarship to Amend 42 CFR Part 2 (Partnership) and additional stakeholder
organizations applaud your leadership on the issue of substance usa disorder priv recards and strongl pport your
pill, the Cverdose Prevention and Patient Safety (OPPS) Act, H.R. 3545, to align 42 CFR Part 2 | 2} with the Health
Insurance Portability and Accountability Act (HIPAA) for the purpeses of health care treatment, payment, and operations
(TPO). We appreciate the provision in your kill that strengthens protections against the use of substance use disorder
records in criminal proceadings.

The Partnership is a coalition of over 30 health care stakehclder organizations committad to aligning Fart 2 with HIPAA
to allow upprﬂ-prlar access to patient information that is essential for providing whole-parson care.

The federal regulations governing the confidentiality of drug and alcohol treatment and prevention records, Fart 2, st
reguirements limiting the use and disclosure of patients’ substance use records from certain substance use treatment
programs. Cbtaining multiple consents from the patient is challenging and creates barriers to whole-person, integrated
approaches to care, which are part of our current health care framework. Part 2 regulations may lead to a doctor
treating a patient and writing prescriptions for opicid pain medication for that individual without knowing the person
has a substance use disorder. Separation of 2 patien ddiction record from the rest of that person’s medical record
creates several problems and hinders patiemts from receiving safe, effective, high quality substance use treatment and
coordinated care.




Confidentiality Concerns

e Knowing about a patient’s substance use history and
treatment is vital to proper and safe medical care.
Having information on diagnosis, treatment and care
can assist in medical treatment planning and reduce
risk of errors.

e But, disclosure also risks misuse or inappropriate
disclosure which could lead to loss of job or license,
increase barriers to health, disability or life insurance
coverage, or even the possibility of criminal
prosecution.
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