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Indivior Announces FDA Approval of Label Changes for SUBLOCADE® (buprenorphine extended-release) Injection

Rapid Initiation Protocol Reduces Time to Treatment with SUBLOCADE® From One Week to One Hour, A Significant
Advancement in the Treatment of Moderate to Severe Opioid Use Disorder (OUD)

Richmond, VA, February 24, 2025 - I ndivior P LC (Nasdaq/LS E: I NDV), a  global  leader in addic on treatment, today
announced that the U.S. Food and Drug Administration (FDA) has  approved label  changes  for SUBLOCADE® including a  rapid
ini a on protocol  and al terna ve injec on s i tes , marking a  s ignificant advancement in the treatment of moderate to
severe opioid use disorder (OUD).

Key Label Changes Include:

·      Rapid ini0a0on Protocol: Healthcare providers  can now ini ate treatment with S UBLO C AD E a3er a  s ingle dose of
transmucosal  buprenorphine and a one-hour observation period to confi rm tolerabi l i ty.1,2

·      Alternative Injection Sites: SUBLOCADE can now be administered subcutaneously in the abdomen, thigh, buttock, or
back of the upper arm, offering pa ents  and healthcare providers  increased flexibi l i ty in treatment
administration2.

These F DA label  changes  can provide important benefits  for pa ents  and healthcare providers . Rapid ini a on may lessen
some of the prac cal  obstacles  to treatment induc on, which may increase the l ikel ihood that pa ents  and providers  wi l l
s tart therapy quickly, thereby shortening the  me to achieve S UBLO C AD E's  therapeu c levels  that provide con nuous
buprenorphine concentrations  above 2ng/mL.3

Additional ly, the abi l i ty to select a  di fferent injection s i te may provide patients  more flexibi l i ty so that they may be incl ined
to con nue their treatment. More op ons for healthcare providers  to administer S UBLO C AD E wi l l  s treaml ine the course of
treatment and improve integration into di fferent healthcare environments .

"These label  updates  for S UBLO C AD E underscore our dedica on to evolving our treatment op ons to be?er serve
individuals  ba?l ing opioid use disorder," said Dr. Chris an Heidbreder, P h.D., Chief Scien fic O fficer at I ndivior. "These
enhancements  not only reflect our commitment to patient-centered care but a lso our ongoing efforts  to a l ign our treatments
with real -world cl inical  needs, thereby potentia l ly improving patient adherence and outcomes."

I ndivior i s  commi?ed to empowering pa ents  on their path to recovery by providing treatments  that are both effec ve and
tai lored to their medical  needs. These label  changes  do not a l ter the wel l -establ ished safety profile or the efficacy of
S UBLO C AD E and the medica on con nues to offer an effec ve treatment op on for O UD whi le being more adaptable to
patient medical  needs.

The non-inferiori ty study suppor ng rapid induc on with S UBLO C AD E was conducted across  mul ple s i tes , included 729
par cipants  (mean age 40.7, average opioid use of 15 years) 1, and was stra fied by fentanyl  presence in urine screens. At
induc on 77.5% of pa ents  were fentanyl -pos i ve. Pa ents  were randomized at a  2:1 ra o to rapid ini a on [received a
s ingle dose of 4 mg transmucosal  buprenorphine (TM-BUP ), fol lowed by a  S UBLO C AD E injec on within one hour] or to a
standard induc on (dai ly TM-BUP  over ≥7 days) before receiving injec on 1. Rapid induc on was effec ve, shown by the
primary endpoint of par cipant reten on at the second injec on. The propor on of par cipants  who received the second
injection was 66.4% in the rapid induction arm and 54.5% in the standard induction arm2.

About SUBLOCADE®

SUBLOCADE ® (buprenorphine extended-release) injection, for subcutaneous use, CIII
 
INDICATION AND HIGHLIGHTED SAFETY INFORMATION

INDICATION

S UBLO C AD E is  indicated for the treatment of moderate to severe opioid use disorder in pa ents  who have ini ated
treatment with a  s ingle dose of a  transmucosal  buprenorphine product or who are a lready being treated with
buprenorphine.

SUBLOCADE should be used as  part of a  complete treatment plan that includes  counsel ing and psychosocial  support.

HIGHLIGHTED SAFETY INFORMATION

WA RN IN G: RISK O F SERIO US HA RM O R DEATH W ITH IN TRAV EN O US A DMIN ISTRATIO N ; SUBLO C A DE RISK EVA LUATIO N  A N D
MITIGATION STRATEGY

•     Serious harm or death could result if administered intravenously.  SUBLO C A DE forms a solid mass upon contact
with body fluids and may cause occlusion, local 0ssue damage, and thrombo-embolic events, including life-
threatening pulmonary emboli, if administered intravenously.

•     Because of the risk of serious harm or death that could result from intravenous self-administra0on, SUBLO C A DE is
only available through a restricted program call the SUBLO C A DE REMS Program.   Healthcare se>ngs and
pharmacies that order and dispense SUBLO C A DE must be cer0fied in this program and comply with the REMS
requirements.

 
CONTRAINDICATIONS

Hypersens itivi ty to buprenorphine or any other ingredients  in SUBLOCADE.

WARNINGS AND PRECAUTIONS

Addiction, Abuse, and Misuse: S UBLO C AD E contains  buprenorphine, a  Schedule I I I  control led substance that can be abused
in a  manner s imi lar to other opioids . Monitor pa ents  for condi ons indica ve of divers ion or progress ion of opioid
dependence and addictive behaviors .



dependence and addictive behaviors .
 
Respiratory Depress ion: Li fe threatening respiratory depress ion and death have occurred in associa on with
buprenorphine. Warn pa ents  of the poten al  danger of sel f-administra on of benzodiazepines  or other C NS depressants
whi le under treatment with SUBLOCADE.
 
Risk of Serious  I njec on Si te Reac ons: Likel ihood of may increase with inadvertent intramuscular or intradermal
administra on. Evaluate and treat as  appropriate. The most common injec on s i te reac ons are pain, erythema and
pruri tus  with some involving abscess , ulceration and necros is .
 
Neonatal  O pioid W ithdrawal  Syndrome: Neonatal  opioid withdrawal  syndrome (NOWS) is  an expected and treatable
outcome of prolonged use of opioids  during pregnancy.
 
Adrenal  I nsufficiency: I f diagnosed, treat with phys iologic replacement of cor costeroids , and wean pa ent off of the
opioid.
 
Risk of O pioid W ithdrawal  with Abrupt Discon nua on: I f treatment with S UBLO C AD E is  discon nued, monitor pa ents  for
several  months  for withdrawal  and treat appropriately.
 
Risk of Hepati tis , Hepatic Events : Monitor l iver function tests  prior to and during treatment.
 
Risk of W ithdrawal  in Pa ents  Dependent on Ful l  Agonist O pioids: Veri fy that pa ents  have tolerated transmucosal
buprenorphine before injecting SUBLOCADE.
 
Treatment of Emergent Acute Pain: Treat pain with a  non-opioid analges ic whenever poss ible. I f opioid therapy is  required,
monitor patients  closely because higher doses  may be required for analges ic effect.

ADVERSE REACTIONS

Adverse reac ons commonly associated with S UBLO C AD E (in ≥5% of subjects) were cons pa on, headache, nausea,
injection s i te pruri tus , vomiting, increased hepatic enzymes, fatigue, and injection s i te pain.

For more informa on about S UBLO C AD E, the ful l  P rescribing informa on including BOX ED WAR NI NG, and Medica on
Guide, vis i t www.sublocade.com.

About Opioid Use Disorder (OUD)

O pioid Use Disorder (O UD) is  a  chronic disease in which people develop a pa?ern of us ing opioids  that can lead to
negative consequences.4 OUD may affect the parts  of the brain that are necessary for l i fe-sustaining functions.4

About Indivior

I ndivior i s  a  global  pharmaceu cal  company working to help change pa ents ' l ives  by developing medicines  to treat
substance use disorders  (S UD). O ur vis ion is  that a l l  pa ents  around the world wi l l  have access  to evidence-based
treatment for the chronic condi ons and co-occurring disorders  of S UD. I ndivior i s  dedicated to transforming S UD from a
global  human cris is  to a  recognized and treated chronic disease. Bui lding on i ts  global  porOol io of O UD treatments ,
I ndivior has  a  pipel ine of product candidates  des igned to expand on i ts  heri tage in this  category. Headquartered in the
United States  in Richmond, VA, I ndivior employs  over 1,000 individuals  global ly and i ts  porOol io of products  i s  avai lable
in over 30 countries  worldwide. Vis i t www.indivior.com to learn more. Connect with I ndivior on LinkedI n by
vis i ting www.l inkedin.com/company/indivior. 

Media Contact:

Cass ie France-Kel ly,
Cass ie.france-kel ly@indivior.com

References

1.    Data on Fi le. Indivior Inc. North Chesterfield, VA.

2.    S UBLO C AD E (buprenorphine extended-release) injec on, for subcutaneous use [package insert]. North Chesterfield,
VA: Indivior PLC; 2025.

3 .    Jones  AK , Ngaimis i  E, Gopalakrishnan M, Young M A, Laffont C M. Popula on P harmacokine cs  of a  Monthly
Buprenorphine Depot I njec on for the Treatment of O pioid Use Disorder: A Combined Analys is  of P hase I I  and
Phase Il l  Tria ls . Clin Pharmacokinet.  2021;60(4):527-540. doi :10.1007/s40262-020-00957-0.

4 .    NI DA. 2022, March 22. Drugs  and the Brain. Accessed O ctober 30,2023,
from https://nida.nih.gov/publ ications/drugs-brains-behavior-science-addiction/drugs-brain

 

 

This information is provided by RNS, the news service of the London Stock Exchange. RNS is approved by the Financial Conduct Authority to act as a
Primary Information Provider in the United Kingdom. Terms and conditions relating to the use and distribution of this information may apply. For further
information, please contact rns@lseg.com or visit www.rns.com.

RNS may use your IP address to confirm compliance with the terms and conditions, to analyse how you engage with the information contained in this
communication, and to share such analysis on an anonymised basis with others as part of our commercial services. For further information about how
RNS and the London Stock Exchange use the personal data you provide us, please see our Privacy Policy.
 

http://www.sublocade.com/
https://c212.net/c/link/?t=0&l=en&o=4271839-1&h=3117038971&u=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D4245151-1%26h%3D1246464342%26u%3Dhttps%253A%252F%252Fwww.indivior.com%252Fen%26a%3Dwww.indivior.com&a=www.indivior.com
https://c212.net/c/link/?t=0&l=en&o=4271839-1&h=2950697406&u=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D4245151-1%26h%3D27799095%26u%3Dhttp%253A%252F%252Fwww.linkedin.com%252Fcompany%252Findivior%26a%3Dwww.linkedin.com%252Fcompany%252Findivior.&a=www.linkedin.com%2Fcompany%2Findivior
mailto:Cassie.france-kelly@indivior.com
https://c212.net/c/link/?t=0&l=en&o=4305830-1&h=1265300951&u=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D4271839-1%26h%3D2138115324%26u%3Dhttps%253A%252F%252Fnida.nih.gov%252Fpublications%252Fdrugs-brains-behavior-science-addiction%252Fdrugs-brain%26a%3Dhttps%253A%252F%252Fnida.nih.gov%252Fpublications%252Fdrugs-brains-behavior-science-addiction%252Fdrugs-brain&a=https%3A%2F%2Fnida.nih.gov%2Fpublications%2Fdrugs-brains-behavior-science-addiction%2Fdrugs-brain
mailto:rns@lseg.com
http://www.rns.com/
https://www.lseg.com/privacy-and-cookie-policy


END
 
 
REAUSUARVAUUURR


