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Embeda®

§Sequestered naltrexone induces 
withdrawal if abused and ingested

§FDA ADF approved IN & PO
–Only FDA ADF opioid originally w/o IV

§Morphine:naltrexone ratio 100:4



Embeda®



MAT Buprenorphine Products with Naloxone…

FORMULATION STRENGTH

Sublingual Tablet 2mg BUP 
0.5mg NX - 8mg BUP 

2mg NX -

Sublingual Film 2mg BUP 
0.5mg NX

4mg BUP 
1mg NX

8mg BUP 
2mg NX

12mg BUP 
3mg NX



Buprenorphine vs Naloxone
Bluelight

www.bluelight.org

Lazylazyjoe (9/1/2010, 5:57am)
As someone who regularly injects Suboxone, I prefer injecting Suboxone instead of using 

sublingual mainly because of the efficacy. I can inject 1 to 2mg and be good for an entire day, 
compared to 4mg sublingual. It also takes affect in 15 minutes instead of 90 minutes. 

You do have to be careful though, it is much easier to precipitate withdrawal this way. Wait a 
little longer for your induction, even longer if coming down off methadone.

The other thing that gets me is that I buy my Suboxone on the street, because between the doc 
and the pharmacy I’d be paying $150/month & $7.50/pill. If the doc would just prescribe Subtex, I 
could get it generic and do it legit for about the same cost. It drives me nuts as Suboxone is just as 
easy to abuse as the Subutex. Not to mention the whole pain management specialist thing is a big 
scam. There’s no reason why a regular doc can’t prescribe this schedule 3 drug.

Dread (10/1/2010, 2:08am)
Naloxone was put in there to trick the FDA, and it worked!
It was put in to extend the patent, they had to come up with a “new” product to keep the big bucks coming in.



Buprenorphine vs Naloxone
Package Insert

Suboxone Full Prescribing Information. February 27, 2019. https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/022410s000lbl.pdf



Buprenorphine Battles…

https://www.justice.gov/opa/pr/indivior-inc-indicted-fraudulently-marketing-prescription-opioid 
https://www.justice.gov/opa/press-release/file/1153066/download 



Buprenorphine Battles…but the War???

https://uk.reuters.com/article/uk-reckitt-benc-grp-probe-indivior/reckitt-benckiser-to-pay-up-to-1-4-billion-to-end-indivior-probe-idUKKCN1U60LT



Buprenorphine Improves & Saves Lives
When Utilized as Approved by the FDA



http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3411218/
https://www.sciencedirect.com/science/article/pii/S0378517316304884 
https://www.futuremedicine.com/doi/pdf/10.2217/pmt-2015-0005 
https://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm337066.htm

Medicine Product FDA ADF Approval Formulation

oxycodone
Xtampza ER® IN IV PO Chew ER Capsule
OxyContin® IN IV ER Tablet

hydrocodone Hysingla® IN IV PO Chew ER Tablet

morphine
Embeda® IN PO Crush

ER TabletArymo® IV

MorphaBond® IN IV

FDA Approved ADF Opioids on US Market
(July 2020)
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https://icer-review.org/wp-content/uploads/2017/08/ADF_RAAG_080817.pdf 

ADFs, At What Cost?

Non-ADF 
Opioids ADF Opioids

$5.82 Average Cost
$11.60 Average Cost

$6.86 Break-Even Cost
Conflicts of Interest

Aetna
Anthem

Blue Cross Blue Shield of Massachusetts
Blue Shield of California

Harvard Pilgrim Health Care
Kaiser Permanente
Partners Healthcare 
Premera Blue Cross
United HealthCare 

Washington State Health Care Authority 



States Mandating (By Law) ADF Opioid Coverage

§Massachusetts (2014)

§Maine (2015)

§Maryland (2015)

§Florida (2016)

§West Virginia (2016)





ADF Opioid Pipeline
TAAP

•TAAP (trypsin activated abuse protection)
•Trypsin is found only in the small intestine

•MPAR (multi-pill abuse resistance)
•A small amount of trypsin inhibitor (soybeans & egg whites) 
added to each pill not affecting opioid release
•If multiple pills are ingested (on purpose or accidentally) the 
trypsin inhibitor blocks the activation of the opioid prodrug

http://www.ensysce.com/overdose-resistant-technology/ http://www.ensysce.com/bio-md-tech



Trypsin à Protein Breakdown

http://www.physiologymodels.info/digestion/proteins.htm

http://www.physiologymodels.info/digestion/proteins.htm


ADF Opioid Pipeline
TAAP & MPAR

•Oxycodone (PF614)
• 12-hour t ½ (true BID dosing)

•Hydromorphone ER (PF329)

•Amphetamine (PF8001/8026)
• ADHD

•R-Methadone (PF26810)
• Medication assisted treatment

http://www.ensysce.com/overdose-resistant-technology/ https://ensysce.com/our-pipeline

MPAR Preclinical 2 Year Study
NIDA Funded $2M through August 2019

https://ensysce.com/our-pipeline




Audience Question #1
A 45yo female patient with chronic lower back pain and hypertension presents 
to your practice as a new patient already having utilized hydrocodone, for many 
years. While performing an opioid risk assessment, you find out that she is 
living in a house with a spouse who has a substance use disorder. You would 
like to convert the patient’s current non-abuse-deterrent formulation (ADF) ER 
opioid to an FDA approved ADF ER opioid formulation that is readily available 
on the US market. Which of the following is the most appropriate selection 
based on this intention?

a) Zohydro ER
b) Hysingla
c) Vantrela
d) Xtampza ER



Audience Question #1
A 45yo female patient with chronic lower back pain and hypertension presents 
to your practice as a new patient already having utilized hydrocodone, for many 
years. While performing an opioid risk assessment, you find out that she is 
living in a house with a spouse who has a substance-use disorder. You would 
like to convert the patient’s current non-abuse-deterrent formulation (ADF) ER 
opioid to an FDA approved ADF ER opioid formulation that is readily available 
on the US market. Which of the following is the most appropriate selection 
based on this intention?

a) Zohydro ER
b) HYSINGLA [CORRECT ANSWER]
c) Vantrela
d) Xtampza ER

Medicine Product

oxycodone
Xtampza ER®

OxyContin®

hydrocodone Hysingla®

morphine
Embeda®

Arymo®

MorphaBond®



Audience Question #2
A 55yo male patient with chronic lower back pain and DM2 presents to your practice as 
a new patient already having utilized oxycodone, for many years. Upon performing an 
opioid risk assessment, you find that he is of high risk for opioid abuse. He also states 
that he would prefer an opioid medication that can be sprinkled on his food instead of 
swallowing the pill whole. You would like to convert the patient’s current non-abuse-
deterrent formulation (ADF) ER opioid to an FDA approved ADF ER opioid formulation 
that is readily available on the US market. Which of the following is the most 
appropriate selection based on this intention?

a) Embeda
b) Zohydro ER
c) OxyContin
d) Xtampza ER



Audience Question #2
A 55yo male patient with chronic lower back pain and DM2 presents to your practice as 
a new patient already having utilized oxycodone, for many years. Upon performing an 
opioid risk assessment, you find that he is of high risk for opioid abuse. He also states 
that he would prefer an opioid medication that can be sprinkled on his food instead of 
swallowing the pill whole. You would like to convert the patient’s current non-abuse-
deterrent formulation (ADF) ER opioid to an FDA approved ADF ER opioid formulation 
that is readily available on the US market. Which of the following is the most 
appropriate selection based on this intention?

a) Embeda
b) Zohydro ER
c) OxyContin
d) XTAMPZA ER [CORRECT ANSWER]

Medicine Product

oxycodone
Xtampza ER®

OxyContin®

hydrocodone Hysingla®

morphine
Embeda®

Arymo®

MorphaBond®



Audience Question #3
Which of the following states have legislation mandating the 
prescription insurance benefit coverage of abuse-deterrent 
formulation (ADF) opioid medications in at least some manner?

a)Massachusetts
b)Maryland
c) Florida
d)All of the above



Audience Question #3
Which of the following states have legislation mandating the 
prescription insurance benefit coverage of abuse-deterrent 
formulation (ADF) opioid medications in at least some manner?

a)Massachusetts
b)Maryland
c) Florida
d)ALL OF THE ABOVE [CORRECT ANSWER]

§Massachusetts (2014)

§Maine (2015)

§Maryland (2015)

§Florida (2016)

§West Virginia (2016)



Where are these opioids coming from…

2017 DEA National Drug Threat Assessment. https://www.dea.gov/docs/DIR-040-17_2017-NDTA.pdf 

Rx from 1 MD

Friend/Relative (Free)

Friend/Relative
(Buy)

Friend/Relative (Theft)
Drug Dealer
Rx from >1 MD
Clinician/Office (Theft)

HEALTHCARE
PROFESSIONAL
~1/3rd



Opioid Abuse Transition

Hydrocodone 
Combo 
Tablets

$5-10/Tab

Oxycodone 
Combo IR 
Products

$10-15/Tab

Oxycodone 
Sole ER/IR 
Products
$1.50/mg

Heroin 
($10/Bag)

Shah A, et al. Characteristics of Initial Prescription Episodes and Likelihood of Long-Term Opioid Use – United States, 2006-2015. Weekly / March 17, 2017 / 66(10); 265–269.
www.bluelight.org

ADFs

Medicine Product
oxycodone

Xtampza ER®

OxyContin®

hydrocodone Hysingla®

morphine
Embeda®

Arymo®

MorphaBond®



Discussion
Mark Garofoli, PharmD, MBA, BCGP, CPE

LinkedIn: Mark Garofoli


