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Oh no, statistics!



Illicit Drug Deaths Continue to 
Rise

• Led by opioids
• Fentanyl variations and other 

synthetics/analogs are more often 
involved in fatalities

• Many overdoses involve combining 
various drugs in hazardous manners

• But were not even sure of these numbers



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





“…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 involved synthetic opioids, accounting for more 
than 27,000 overdose deaths.”













“…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 (Actiq®, Duragesic®, 
Sublimaze®) 



Analog Drugs
Change some 
of the atoms in 
a molecule 
while leaving 
it’s core 
structure 
intact.



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



Fentanyl & other opioid analogs 
are now being used…

• To “boost” heroin
• As a heroin 

substitute
• As counterfeits 

(oxycodone, 
Xanax®, Norco®, 
etc.),
– including 

cocaine(!)







Lethal Dose Comparison







Why Fentanyl?

Easy to obtain (overseas labs)
More predictable, secure & manageable than 
opium poppy growing (no crop concerns, less 
people in chain, transport, etc.)
More profitable (next slide →)
– Small quantities can lead to high profits
– More potent but shorter high than heroin, 

leading to potentially more return business











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 it 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):





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







Increased Access to Health Insurance 
to Cover Addiction Treatment …which 

is evolving



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





The Market for Addiction 
Treatment is $35 Billion



• 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



In New York State
• OASAS has issued guidance 

specifically prohibiting it’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.



Facebook is 
now requiring 

addiction 
treatment 
centers to 

obtain 
certification 

from a 
monitoring 

service



“Medicaid 
expansion was 

associated with a 
significant overall 
increase in people 

filling prescriptions 
for buprenorphine 
with naloxone.”



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 injectable naltrexone took effect in June 2016

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

• 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) is the use of medications (i.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 Opioid 
Dependency

• Methadone
• Naltrexone (including Vivitrol ® &  

Narcan ®)
• Buprenorphine



Naloxone (Narcan ®)
• Opioid antagonist 

which reverses 
opioid overdoses

• Flushes other opioids 
off the receptors &  
prevents them from 
being activated for 
30-90 minutes



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 in a position 
to assist a person 
experiencing or at risk of 
experiencing an opioid-
related overdose. 



Buprenorphine originally came in 
two forms:



“The Film”



Now Available: Generic buprenorphine, and 
other buprenorphine-based products











Who Can Prescribe?
• For “qualifying” licensed physicians…

– Board certified in Addiction Psychiatry
– ASAM or AOA certified
– Bupernorphine Clinical Trial Investigator
– 8 hours of specific training
– have other training/clinical experience that is 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.





M.A.T. in Nursing Homes



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



Kratom



• Grows from 15 - 50 feet tall; native to Southeast Asia. 
• While legal under federal law, it has been banned in 

several states.
• 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



• 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 into an extract. 

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





August 2016 February 2018



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 
treatment for patients 
with SUD who are not 
currently on opioid 
replacement therapy, 
who do not abuse alcohol 
solely, or whose primary 
substance of abuse is not 
opioids.”



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
Are 
innovations 
being too 
“fast-tracked” 
in response to 
the opioid 
pandemic?







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 symptoms, 
including by an author who 
had a potential conflict of 
interest.



Proposed changes for meeting 
“effectiveness” criteria

Reduction in drug-taking (standard 
“endpoint”)
Mortality (overall or overdoses)
Need for emergency interventions
Hepatitis C conversion
Patient reports on how they feel or 
function
Intensity of urge to use



Added 
June 
2018

“…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.”





“Cannabis use was common in 
people with chronic non-cancer pain 
who had been prescribed opioids, 
but we found no evidence that 
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 
use reduced pain severity or 
interference or exerted an opioid-
sparing effect. As cannabis use for 
medicinal purposes increases 
globally, it is important that large 
well designed clinical trials, which 
include people with complex 
comorbidities, are conducted to 
determine the efficacy of cannabis 
for chronic non-cancer pain.”
Source: Lancet Public Health 2018;
3: e341–50



Patients With Substance Use Disorders (SUDs) 
Have an Increased Risk of Major Medical 

Conditions 





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

• Some insurers 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 
states…

• 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 initial treatment plan
• 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









Fentanyl Test Strips



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.



Cryptomarkets





Cryptomarket: an online 
marketplace that

hosts multiple vendors
provides participants 
with anonymity via its 
location on the hidden 
web and use of 
cryptocurrencies (e.g. 
Bitcoin) for payment
aggregates and displays 
customer feedback 
ratings and comments.



Attractions of drug 
cryptomarkets include:

Accessing drugs you can’t get locally (including 
painkillers!)
Anonymity
Removal from street drug market violence
Information and advice from a community of 
users
Quality control (e.g. non-adulterated opioids in a 
fentanyl-saturated area)
Local delivery



“My biggest trigger is the 
Fed Ex truck”



Change how we prescribe



Regulatory Responses
Prescription Monitoring 
Database

Eliminate paper prescriptions; 
mandate e-scripts



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, III, 
and IV controlled substances. 

• 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.



• Did tighter monitoring of painkiller 
prescribing result in driving more opioid users 
toward illicit versions?





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









Will more-
restrictive 

prescribing 
drive pain 

management 
patients onto 

cryptomarkets?



Challenges to 42 CFR



Confidentiality Concerns
• 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.

• 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.



Coming Up



kevinwadalavage@opiny.org
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