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Figure 1: Subjects Sustaining Varying Percentages of Opioid-Free Weeks
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A greater percentage of subjects in the VIVITROL group remained in the study compared to the
0 n e placebo group.
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XR-NTX group BUP-NX group  Treatment effect

(n=283) (n=287)

Inducted to study medication
Intention-to-treat group 204 (72%) 270 (94%) OR 0-16, 95% Cl 0-09-0-28; p<0-0001

pioid relapse, weeks 3~
Intention-to-treat group 185 (65%) 163 (57%) OR 1-44, 95% Cl 1-02-2-01; p=0-036
Per-protocol group 106/204 (52%) 150/270 (56%) OR0-87,95% Cl 0-60-1.25; p=0-44
Relapse-free-survival (weeks), range 3-24
Intention-to-treat group 84 (3:0-23-4) 14-4 (5-1-23-4) HR 136, 95% Cl1-10-1-68; p=0-0040
Per-protocol group 20-4 (5-4-23-4) 15-2(57-23-4) HR0.92, 95% Cl 0-71-1-18; p=0-49
Total number of weekly opioid-negative urine samples, range 0-24
Intention-to-treat group 4(0-19) 10 (3-20) p<0-0001
Per-protocol group 13(3-21) 11(3-20) p=0-81
Total number of self-reported opioid-abstinent days, range 0-144
Intention-to-treat group 39 (1-144) 81(16-144) p<0-0001
Per-protocol group 123 (18-144) 87 (20-144) p=0-67

Data are n (%), n/N (%), or median (IQR). XR-NTX=extended-release naltrexone. BUP-NX=buprenorphine-naloxone.
OR=0dds ratio. HR=hazard ratio.

Table 2: Opioid treatment outcomes
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tly to judges, drug cour

Amid a surging opiate crisis, the maker of the anti-
addiction drug Vivitrol skirted the usual sales channels. It

found a captive market for its once-a-month injection in
the Criminal justice System- The Massachusetts Trial Court has
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By Mark Herz
March 25, 2022 Updated March 25, 2022

agreed to stop ordering and pressuring
ca its drug court defendants to take a

+ Press Announcements
specific medication for opioid use

EUMREIERELERE disorder, and will instead leave medical

FDA issues warning letter for not decisions to licensed prescribers and
including the most serious risks treatment programs.
in advertisement for medication-
assisted treatment drug 2019 WARNING LETTER
£ Share | W Tweet | %5 Email “Vivitrol is being promoted in a way that does not adequately

present important risk information in a truthful and non-
misleading manner. This is concerning from a public health
perspective because of the potential for fatal opioid overdose
in this vulnerable patient population.”

-Thomas Abrams, Director of FDA Office of Prescription Drug
Promotion

For Inmediate Release:
December 11, 2019

The U.S. Food and Drug Administration today
posted a warning letter to Alkermes, Inc. of
Massachusetts, for misbranding the drug Vivitrol

tatetlawsattastinie|) | Setil e
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ER Injection

Prior t injecting, tap the syningo
tw roloase any air bubbles, then
push gently on the plunger until
4 mL of the suspension remains
in the syringe. (soe Figure F)

THE SUSPENSION IS NOW
READY FOR IMMEDIATE
outer uppel ADMINISTRATION
quadrant for

injections

1. Administor the suspension by doop
Ineramuscular (IM) injecton into a
gluteal muscle, alternating buttocks
per injection. Remember to aspirate
for blood before injection

(se0 Figure G)

2. Inject the suspension in a smooth
and continuous motion.

3. If blood aspirates or the needle
clogs. do not inject. Change o the
spare needle provided in the carton
and administer into an adjacent sito
in the same gluteal region. again
aspiratng for blood before injection.

VIVITROL must NOT be given
Ineravenously.

Afror the injection is administered,
cover the neadlo by pressing the
safoty sheach against a hard
surface using a one-handed mation
away from solf and ochors,

(500 Figure H)

Activation of the safety shoath
may cause minimum splateer of
fluid that may reman on the
neadle after injection

DISPOSE OF USED AND UNUSED
ITEMS IN PROPER WASTE
CONTAINERS

https://www.youtube.com/watch?v=IZBaDCIWSwq

WWW.MGHCME.ORG

https://pcssmat.org/overview-of-mat/naltrexone/


https://www.youtube.com/watch?v=lZBaDCIWSwg

Injection

VIVITROL® (naltrexone for extended -
release injectable suspension) is supplied
in single use cartons. Carton Contents:
MNna _ Danl 1 + /M i fan lle
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Baseline LFTs not required — avoid delaying treatment

HIV/HCV/HBV: do not require testing to start; offer routine screening + referral

Monitoring: no evidence for frequent labs; quarterly LFTs reasonable or if
symptomatic

Counsel patients to report: relapse, new meds (incl. OTCs), hepatic symptoms

Stop NTX/XR-NTX if: AST/ALT >10x ULN with symptoms or hospitalization
— evaluate other causes; restart if symptoms resolve & LFTs <10x ULN

WWW.MGHCME.ORG


https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
https://pcssnow.org/wp-content/uploads/2014/10/PCSS-MAT-NTX-Liver-Safety-Guideline1.pdf
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RCT: Rapid Initiation of Injection Naltrexone for Opioid Use Disorder

POPULATION
205 Men, 210 Women

o

Adults admitted with opioid use
disorder who chose treatment with
extended-release (XR) naltrexone

Meanage,33.6y

SETTINGS / LOCATIONS

Six inpatient
I ﬁ I hospital units in
theUS

INTERVENTION
415 Participants randomized

190 Standard procedure
3-5d Oral buprenorphine taper
followed by 7-10 d opioid-free
period before XR-naltrexone
initiation

225 Rapid procedure

1d Oral buprenorphine, 1opioid-
free d, 3-4 d oral naltrexone
titration + adjunctive medications
before XR-naltrexone initiation

PRIMARY OUTCOME

Receipt of XR-naltrexone injection prior to inpatient discharge (yes/no),
with noninferiority demonstrated if the lower bound of the 95% Cl for
the primary outcome odds ratio was >0.67

id” Induction

BN MASSACHUSETTS
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FINDINGS

The rapid procedure was noninferior to the standard procedure for
initiation of XR-naltrexone

Receipt of XR-naltrexone
35.8% 62.7%
68 of 190 Participants 141 of 225 Participants

Odds ratio, 3.60 (95% Cl, 2.12-6.10); P<.001

Shulman M, Greiner MG, Tafessu HM, et al. Rapid initiation of injection naltrexone for opioid use disorder: a stepped-wedge cluster randomized clinical trial. JAMA Netw Open.
2024;7(5):249744, doi:10.1001/jamanetworkopen.2024.9744
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https://www.vivitrol.com/content/pdfs/prescribing-information.pdf
https://www.vivitrol.com/content/pdfs/prescribing-information.pdf
https://www.vivitrol.com/content/pdfs/prescribing-information.pdf
https://www.vivitrol.com/content/pdfs/prescribing-information.pdf
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