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New buprenorphine formulation 
approved for medication-
assisted treatment 
Publish date: December 2, 2017 

By: Ian Lacy  
Rheumatology News 

 

The Food and Drug Administration has 
approved an extended-release, subcutaneous injection formulation of 
buprenorphine for use in treating moderate to severe opioid use 
disorder (OUD), the manufacturer of the drug announced Nov. 30. 
The new product, called Sublocade, is a monthly injection intended 
for use in patients who have already begun treatment of OUD with 
transmucosal buprenorphine products, followed by a dose 
adjustment for a minimum of 7 days. Sublocade contains the partial 
mu-opioid agonist buprenorphine. By administering a consistent 
level of buprenorphine into the body, it ensures that levels of 
buprenorphine are delivered to the mu-opioid receptors, diminishing 
the effects of opioids, including the euphoric sensations associated 
with opioid use. During the clinical trial program, buprenorphine 
plasma concentrations of 2-3 ng/mL were found to bind to greater 
than 70% of mu-opioid receptors. 
“In the Opioid Blockade Study, Sublocade achieved complete 
blockade of drug-liking effects for a full month in most patients. 
Sublocade is the first and only therapy that, at steady state, delivers 
buprenorphine at a sustained rate of at least 2 ng/mL over a 1-month 
period,” Shaun Thaxter, chief executive officer of the drug’s 
manufacturer Indivior, said in a press release. “The urgency for this 
new treatment has never been greater, as the U.S. opioid crisis has 
been declared a national public health emergency. Sublocade’s 
approval is an important step forward for patients, families, and  
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communities battling the opioid epidemic.” 
 
According to a statement from the FDA, Sublocade will be distributed only to health 
care providers as part of a Risk Evaluation and Mitigation Strategy to ensure that the 
product is not distributed directly to patients. Sublocade should be administered only 
by a health care professional. Self-injection of Sublocade into the blood stream instead 
of subcutaneously could lead to occlusion of blood vessels and embolism, according to 
one of the drug’s boxed warnings. It also should be used as part of a complete 
treatment program that includes counseling and psychosocial support. 
 
The FDA is also requiring the manufacturer to conduct postmarketing studies to 
assess which patients would benefit from a higher dosing regimen, to determine 
whether Sublocade can be safely initiated without a dose stabilization period of 
sublingual buprenorphine, to assess the feasibility of administering Sublocade at a 
longer inter-dose interval than once monthly, and to determine a process for 
transitioning patients with long-term stability on a transmucosal buprenorphine dose 
to a monthly dose of Sublocade without the use of a higher dose for the first 2 months 
of treatment. 
 
At recent joint meetings of the FDA’s Psychopharmacologic Drugs and Drug Safety 
and Risk Management advisory committees, panelists voted on Oct. 31 to 
recommend approval of Sublocade and on Nov. 1 for another subcutaneous 
buprenorphine injection formulation. These actions have not gone unnoticed by the 
American Medical Association. 
 
“The AMA enthusiastically supports Food and Drug Administration Commissioner 
Scott Gottlieb’s efforts to advance policies and actions to treat those suffering from an 
opioid use disorder,” Patrice Harris, MD, immediate past chair of the American 
Medical Association Board of Trustees and a member of the AMA Opioid Task Force, 
said in a statement. “We also second his bold acknowledgment that criminal justice 
systems should offer [medication-assisted treatment] to those being detained. As he 
points out, ‘At the very moment when the criminal justice system could be 
dramatically lowering the risk of overdose, it is creating the conditions of reduced 
tolerance to opioids that substantially raises the risk of death upon release.’ With his 
clear explanation of the problem and solution, this situation can be remedied.” 
 

 

Article: http://www.mdedge.com/rheumatologynews/article/153304/addiction-medicine/new-buprenorphine-

formulation-approved-medication  

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm587312.htm?utm_campaign=FDA%20approves%20new%20medication-assisted%20treatment%20option%20for%20opioid%20use%20disorder&utm_medium=email&utm_source=Eloqua
https://www.ama-assn.org/ama-applauds-fda-commissioner-gottlieb-opioid-treatment-approach
http://www.mdedge.com/rheumatologynews/article/153304/addiction-medicine/new-buprenorphine-formulation-approved-medication
http://www.mdedge.com/rheumatologynews/article/153304/addiction-medicine/new-buprenorphine-formulation-approved-medication
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Haven Ministries Food Pantry  

 Friday, December 15, 2017 

 5:30pm-7pm 

 Safe Harbor Presbyterian Church, 

Stevensville 

 QA County residents with photo ID. 
 

SHATTERING THE SILENCE 

2nd Wednesday of the month 

 6 - 7:30 p.m. 

For anyone who has experienced the death of a 

loved one due to overdose, addiction or suicide. 

 

Talbot Hospice, 586 Cynwood Drive Easton, MD 

21601 
 

A FAMILY PEER SUPPORT GROUP 

Every 4th Wednesday 

Tilghman United Methodist Church 

6pm - 7:30pm 

5731 Tilghman Island Road Tilghman, MD 

21671 

Sponsored by: Healthy Tilghman 

Facilitated by: Valerie Albee 
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Build Resilience. Be Trauma-Informed. Join Our Learning 

Community. 

Is your organization facing increased community, school, and domestic violence? Does 

your team feel challenged by the complex needs of the people they serve? Is the impact of 

the opioid epidemic overwhelming? Is diminished funding compromising your 

workforce? If you want to rise above these forces and develop skills to address trauma and 

nurture resilience, join the National Council’s 8th annual Trauma-Informed, Resilience-

Oriented Approaches Learning Community.  

 

Over the course of this year-long initiative, you will connect with trauma experts and 

other participating organizations through two in-person summits, and a series of coaching 

calls and webinars. You will also have access to useful tools and resources and 

membership in a listserv of peers and experts. 

 

Participants will learn how to: 

 Implement or improve intake, screening, and assessment for trauma and resilience 

 Adopt trauma-informed, resilience-oriented best practices suited to your 

organization 

 Increase awareness of trauma’s impact, resilience and trauma-informed care 

 Build resilience in your workforce through prevention efforts to address secondary 

traumatic stress and compassion fatigue 

 And more 

Additionally, organizations selected for the Learning Community are eligible for a $200 

discount for one registration to the 2018 National Council Conference in Washington, DC. 

 

Want to learn more about the Learning Community? Join our informational webinar 

on December 14, 2017 at 3pm ET to hear how it works, expectations and commitments, 

and the benefits to you and your organization.  

 

Applications to participate in the Learning Community are due by 5pm ET on January 15, 

2018. Apply here. 

 

http://ncbh.msgfocus.com/c/11dFcpKA7mnIvMv49tgSOauXlAA
http://ncbh.msgfocus.com/c/11dFcxxiMbydtdyCiCOXkzhfGvN
http://ncbh.msgfocus.com/c/11dFcFk1r0IIqECarMn1QY3y1r0
http://ncbh.msgfocus.com/c/11dFcN6K5PTdo5FIAVV6nmPQmmd
http://ncbh.msgfocus.com/o/1NLkLDcj1nlSgiYRU?u=$AMF_PERMALINK$
http://ncbh.msgfocus.com/o/114OrnYUiPrAhaRSs9?mini=true&url=$AMF_PERMALINK$&title=$AMF_SUBJECT_LINE$
http://ncbh.msgfocus.com/o/1wIe9hujdj7tlK5hF?status=$AMF_SHORT_PERMALINK$
http://ncbh.msgfocus.com/o/12J7565ahFQYGEffXB?url=$AMF_PERMALINK
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Learn How to Save Lives! 

Date: Thursday, January 18, 2017  

Time: 8.30 AM to 5 PM  

Location: Two training locations on the same day!!! 

Worcester Youth and Family Counseling Services 

124 N Main St, Berlin, Maryland 21811 

and 

Pokomoke Library 

301 West Market Street, Pokomoke City, MD 21851 

Registration: Please contact Beverly Wallerius at beverly.wallerius@maryland.gov or call 410-632-1100 x 

1280 

WHAT IS MENTAL HEALTH FIRST AID?  

Mental Health First Aid is an 8-hour course that teaches you how to identify, understand and respond to signs 

of mental illnesses and substance use disorders. The training gives you the skills you need to reach out and 

provide initial help and support to someone who may be developing a mental health or substance use problem 

or experiencing a crisis. 

MENTAL HEALTH FIRST AID MATTERS 

Most of us would know how to help if we saw someone having a heart attack-we'd start CPR, or at the very 

least, call 9-1-1. But too few of us would know how to respond if we saw someone having a panic attack or if 

we were concerned that a friend or co-worker might be showing signs of alcoholism. 

Mental Health First Aid takes the fear and hesitation out of starting conversations about mental health and 

substance use problems by improving understanding and providing an action plan that teaches people to safely 

and responsibly identify and address a potential mental illness or substance use disorder. 

When more people are equipped with the tools they need to start a dialogue, more people can get to the help 

they may need. Mental Health First Aiders can even save lives.  

This training is sponsored by the AFSP Maryland Chapter and the Worcester County Health Department and 

FREE of any charges.  

Materials and Lunch will be provided. 

Registration required: Contact Beverly Wallerius at beverly.wallerius@maryland.gov or call 410-632-1100 x 

1280. 

CEUs for Social Work and Counseling. 

 

mailto:beverly.wallerius@maryland.gov
mailto:beverly.wallerius@maryland.gov
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Attend Event 

https://mdquit.us2.list-manage.com/track/click?u=c213fa3799d3a6e5bdbcd35e4&id=41928279fe&e=9fb994677b


Page 17 of 22 
 



Page 18 of 22 
 

  



Page 19 of 22 
 

 

 



Page 20 of 22 
 



Page 21 of 22 
 

  

https://beaconhealthoptions.webex.com/beaconhealthoptions/k2/j.php?MTID=tf

818ca225b60d8809a4bb704ac067bf8.  

https://beaconhealthoptions.webex.com/beaconhealthoptions/k2/j.php?MTID=tf818ca225b60d8809a4bb704ac067bf8
https://beaconhealthoptions.webex.com/beaconhealthoptions/k2/j.php?MTID=tf818ca225b60d8809a4bb704ac067bf8
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Thank you for reading! 
 

For future submissions to our newsletter please email me 

directly at lpollard@midshorebehavioralhealth.org 

 

See you next week! 

 

As always, we hope this newsletter has encompassed useful 

resources from our region. 
 

About MSBH: 

“The most important core value of our organization is hope: 

The belief that resiliency and recovery are real provides the 

essential and motivating message of a better future – that 

people and communities can, and do, overcome the internal 

and external challenges, barriers, and obstacles that confront 

them in order to achieve wellness.” 

 

 

mailto:lpollard@midshorebehavioralhealth.org
https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwj0i4Kwu4fYAhURUd8KHSpjCIgQjRwIBw&url=https://ourpathtoparenthood.blog/2017/11/02/the-hidden-cost-of-ivf/&psig=AOvVaw0ZWt8Urij76utG6V2ONrXB&ust=1513270847879023

