[image: ]


OFFICIAL

[image: Victoria State Government Department of Health]OFFICIAL

	Sublocade® discontinuation 

	Guidance for health professionals transferring patients to other opioid dependence treatment or completing treatment
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[bookmark: _Toc235541644]Sublocade® discontinuation in Australia
Sublocade® is a monthly long-acting injectable buprenorphine (LAIB) medicine used in opioid dependence treatment. In June 2026, its manufacturer, Indivior, advised that Sublocade® will be discontinued in Australia after 31 December 2026 for commercial reasons. 
This decision is not related to any identified safety, quality or efficacy concerns. Stock is expected to remain available during the transition period, with final orders accepted until 11 December 2026 and PBS claims able to be made until 31 December 2026, subject to PBS requirements. 
During the discontinuation period, new patients should not be commenced on Sublocade® unless there is a clear clinical rationale and a documented plan, discussed with the patient, for transition to an available alternative ODT medicine before supply ceases.
The Department of Health’s guidance supports Victorian health professionals to plan safe, timely and individualised treatment transitions for people currently receiving Sublocade® for opioid dependence treatment (ODT). It brings together clinical transition advice and sets out the department’s recommended approach to medication transition management.
The options below reflect the fact that residual Sublocade® exposure may persist for weeks or months after the last injection and influence the timing and clinical experience of transition. This long and variable pharmacokinetic tail should be explained as part of informed decision-making when selecting and planning an alternative treatment.
[bookmark: _Toc235541645]Key suggested treatment transition regimens following Sublocade® discontinuation
1. [bookmark: _Toc235541646]Sublocade® to Buvidal® 
	Current Sublocade® regimen
	Recommended Buvidal® regimen

	Sublocade® 100 mg maintenance
	Buvidal® Monthly 128 mg. Consider Monthly 160 mg or Weekly 32 mg.

	Sublocade® 300 mg maintenance
	Buvidal® Monthly 160 mg or Weekly 32 mg. Consider shorter intervals or supplemental buprenorphine.


Table 1 – Recommended transition regimens from Sublocade® to Buvidal® with adjustments to be made according to clinical judgement

2. [bookmark: _Toc235541647]Sublocade® to sublingual buprenorphine/naloxone
	Current Sublocade® regimen
	Recommended sublingual buprenorphine/naloxone regimen

	Sublocade® 100 mg maintenance
	First dose: at least 16 mg. Expected maintenance: 32 mg daily.

	Sublocade® 300 mg maintenance
	First dose: 32 mg. Consider divided dosing or supplemental buprenorphine if clinically required.


 Table 2 – Recommended sublingual buprenorphine/naloxone transition doses with adjustments to be made according to clinical judgement

3. [bookmark: _Toc235541648]Sublocade® to methadone
	Current Sublocade® regimen
	Suggested methadone starting dose

	Sublocade® 100 mg maintenance
	20–30 mg daily

	Sublocade® 300 mg maintenance
	30–40 mg daily, with close clinical review


Table 3 – Recommended conservative methadone starting doses after Sublocade® with adjustments to be made according to clinical judgement

[bookmark: _Toc235541649]Communication with consumers
Health professionals should recognise that the discontinuation of Sublocade® may be distressing for some patients. Offering support, understanding, accurate clinical information and an opportunity for questions is usually helpful for people in this situation. This may be particularly significant for patients who:
· have experienced Sublocade® as uniquely stabilising
· previously tried Buvidal® or other treatment options without success
· have complex trauma, pain or mental health needs
· have limited capacity to attend frequent appointments
· have work, caring or family responsibilities that may be disrupted by more frequent dosing
· are concerned about privacy, stigma, return to regular pharmacy attendance or potential additional costs for patients prescribed multiple formulations of ODT.
Patients should be offered clinically appropriate options and should not be automatically moved to one replacement product. The selected pathway should reflect clinical history, previous treatment response, patient preference, access and safety considerations.
It is important prescribers are prepared for the consumer to choose one treatment initially and then an alternative option if necessary.

1. [bookmark: _Toc235541650]Sublocade® to Buvidal® 
	Current Sublocade® regimen
	Recommended Buvidal® regimen

	Sublocade® 100 mg maintenance
	Buvidal® Monthly 128 mg. Consider Monthly 160 mg or Weekly 32 mg.

	Sublocade® 300 mg maintenance
	Buvidal® Monthly 160 mg or Weekly 32 mg. Consider shorter intervals or supplemental Buvidal Weekly or Sublingual buprenorphine.


Table 1- Recommended transition regimens from Sublocade® to Buvidal®[footnoteRef:1] with adjustments to be made according to clinical judgement [1:  European Public Assessment Report for Buvidal® European Medicines Agency. Assessment report Buvidal [Online]. 2018. Available at: https://www.ema.europa.eu/en/medicines/human/EPAR/buvidal. https: [Accessed 19 3 2024].] 

For most patients, transition from Sublocade® to another LAIB product, Buvidal®, is likely to be the least disruptive treatment pathway.
This approach maintains a long-acting injectable treatment modality and may reduce disruption for patients who have benefited from less frequent dosing, reduced daily medication burden or reduced frequency of pharmacy attendance. With appropriate planning, review and dose adjustment, most patients are expected to transition successfully to Buvidal®. Some patients may require several weeks or months before treatment stability is re-established.
[bookmark: _Toc235541651]Pharmacokinetic basis for transition dosing
Sublocade® and Buvidal® use different depot technologies and their pharmacokinetics are not interchangeable. Sublocade® has a plasma half-life of 43 to 60 days. Buvidal® has plasma half-lives of 3 to 5 days for Buvidal® Weekly product and 19 to 25 days for Buvidal® Monthly.[footnoteRef:2] [2:  NSW Health. Long-acting injectable buprenorphine (LAIB) for opioid dependence treatment: Practice Guide. 2nd ed. Sydney: NSW Ministry of Health; 2024. Section 3.2, Figure 1 available from: https://www.health.nsw.gov.au/aod/Publications/laib.pdf] 

These comparisons support the use of Buvidal® Monthly 128 mg every four weeks as the usual transition from Sublocade® 100 mg maintenance and Buvidal® Monthly 160 mg every four weeks as the usual transition from Sublocade® 300 mg maintenance.
In most patients, the first Buvidal® dose should be administered when the next Sublocade® dose would have been due. During transition, continual clinical review is advised as residual exposure declines; withdrawal, craving or destabilisation may emerge months after the last injection. Supplemental buprenorphine should be clinically reviewed as residual Sublocade® exposure declines. Consider specialist advice where ongoing or high-dose supplementation is required.
[bookmark: _Toc235541652]Complex transition cohort
Patients receiving Sublocade® 300 mg maintenance should be managed as a complex transition cohort. Sublocade® 300 mg maintenance means a third or subsequent scheduled 300 mg injection after completion of the loading phase. The first two 300 mg injections are loading doses and do not, by themselves, place a patient in this cohort.
Patients receiving Sublocade® 300 mg maintenance generally have had an unsatisfactory clinical response at lower LAIB doses or lower buprenorphine exposure or have previously destabilised when treatment exposure was reduced. Relevant indicators include:
· clinically significant withdrawal, particularly late in the dosing interval;
· persistent or recurrent opioid craving;
· recurrent unprescribed opioid use or breakthrough opioid withdrawal effects despite treatment;
· recurrent requirement for supplemental buprenorphine;
· previous destabilisation following dose reduction or transfer to another buprenorphine formulation; or
· loss of clinical, functional or treatment stability at lower buprenorphine exposure.
Patients in this cohort require an individualised transition plan, closer clinical review and a documented contingency plan for withdrawal, craving, return to opioid use or other destabilisation. 
Where the clinical rationale for Sublocade® 300 mg maintenance is unclear, prescribers can review the patient’s dosing and treatment history when planning the transition.
2. [bookmark: _Toc235541653][bookmark: _Hlk63948051]Sublocade® to sublingual buprenorphine/naloxone
	Current Sublocade® regimen
	Recommended sublingual buprenorphine/naloxone regimen

	Sublocade® 100 mg maintenance
	First dose: at least 16 mg. Predicted maintenance: 32 mg daily.

	Sublocade® 300 mg maintenance
	First dose: 32 mg. During maintenance consider divided dosing or supplemental buprenorphine if clinically required.


Table 2 – Recommended sublingual buprenorphine/naloxone transition doses1 with adjustments to be made according to clinical judgement
Transition to sublingual buprenorphine/naloxone may be appropriate where the patient prefers a non-injectable option, does not wish to use Buvidal®, has not previously stabilised on Buvidal®, needs more flexible dose titration, or would benefit from more frequent pharmacist contact during transition.
Patients maintained on Sublocade® have established buprenorphine tolerance. Transfer to sublingual buprenorphine/naloxone is continuation of treatment, not a new induction; commencement dosing should avoid under-replacement and destabilisation.[footnoteRef:3]  [3:  NSW Health. Long-acting injectable buprenorphine (LAIB) for opioid dependence treatment: Practice Guide. 2nd ed. Sydney: NSW Ministry of Health; 2024. Section 3.2, Figure 1 available from: https://www.health.nsw.gov.au/aod/Publications/laib.pdf] 

Patients should be reviewed when the next Sublocade® dose would have been due, usually 28 days after the last injection, and can be commenced on sublingual buprenorphine/naloxone when clinically indicated. Earlier commencement may be appropriate if withdrawal or craving emerges. If overlap-related sedation or intoxication occurs, consider reducing or deferring the next sublingual buprenorphine/naloxone dose and reassess the patient.
Patients should be reassessed promptly if there is withdrawal, craving, opioid use, an adverse effect, sedation or intoxication. Health professionals should continue to review patients as residual Sublocade® exposure declines; early stability may reflect residual depot contribution and does not confirm the final maintenance dose.
3. [bookmark: _Toc235541654]Sublocade® to methadone
	Current Sublocade® regimen
	Suggested methadone starting dose

	Sublocade® 100 mg maintenance
	20–30 mg daily

	Sublocade® 300 mg maintenance
	30–40 mg daily, with close clinical review


Table 3 – Recommended conservative methadone starting doses after Sublocade® with adjustments to be made according to clinical judgement
Transition to methadone may be appropriate for some patients, including where Buvidal® or sublingual buprenorphine/naloxone is not preferred, not tolerated, or not clinically suitable.
Prescribers should discuss with their patient that commencing methadone is likely to require the need for frequent, often daily, supervised dosing during early transition which may result in reduced flexibility compared with LAIB treatment. For some patients, this burden may be destabilising or increase the risk of disengagement or unsupported discontinuation. Potential effects on work, caring responsibilities, travel, privacy and treatment access should form part of shared decision-making and transition planning.
Transferring from Sublocade® to methadone is a complex transition requiring careful planning between the patient, prescriber and dispensing pharmacist. Before commencement, the prescriber should communicate the clinical rationale, transition plan and any relevant specialist advice to the dispensing pharmacist, with clear arrangements for supervision, monitoring, titration and escalation. Residual buprenorphine may persist for weeks or months and reduce the apparent effect of methadone early in transition. Health professionals should review patients regularly for respiratory depression from the combined effects of methadone and residual buprenorphine, and for undertreatment as residual buprenorphine exposure declines.
Prescribers should consider commencing methadone at the time the next Sublocade® dose would have been due. After clinical review, prescribers can increase methadone by 5–10 mg at intervals of 4–7 days if withdrawal, craving or other clinical features indicate that the dose remains inadequate.[footnoteRef:4] Health professionals should monitor carefully for sedation or intoxication and if present consider dose reduction.  [4:  NSW Health (2018)  NSW Clinical Guidelines: Treatment of Opioid Dependence, available from: https://www.health.nsw.gov.au/aod/Pages/nsw-clinical-guidelines-opioid.aspx] 

Take-away doses should initially be limited to support frequent pharmacy or dosing-point review. The level and duration of supervision should be individualised and reviewed regularly, balancing safety with the burden of frequent attendance and the risk of treatment disengagement. Once clinically stable, take-away arrangements should be actively reviewed rather than leaving the initial supervision schedule unchanged by default, taking account of treatment response, patient circumstances and applicable regulatory requirements.
The doses in Table 3 retain 40 mg daily as the upper limit of the conservative starting range. Doses higher than 40 mg should be discussed with an Addiction Medicine Specialist and communication with the dispensing pharmacist.  

4. Sublocade® to abstinence or treatment completion
Some patients may choose treatment completion over medication alternatives. This may align with their established treatment goals and clinical circumstances. Treatment completion may present significant overdose or other risk. Regardless of patient circumstances, treatment completion should be planned, supported and reviewed. It should not occur simply because Sublocade® supply is ending. 
Patients considering treatment completion should be reviewed regularly, with additional psychosocial support to maintain motivation and manage cravings, withdrawal symptoms and relapse risk. Symptomatic medication may have a role in managing features of opioid withdrawal, but caution should be used with sedatives or hypnotics beyond short-term use. Withdrawal symptoms or destabilisation may not emerge until (2) two months after the last Sublocade® 100 mg maintenance dose and about five months after the last Sublocade® 300 mg maintenance dose because residual buprenorphine exposure may decline gradually and opioid tolerance may change over time.[footnoteRef:5]  [5:  Jones AK, Ngaimisi E, Gopalakrishnan M, Young MA, Laffont CM. Population Pharmacokinetics of a Monthly Buprenorphine Depot Injection for the Treatment of Opioid Use Disorder: A Combined Analysis of Phase II and Phase III Trials. Clin Pharmacokinet. 2021;60(4):527–540. doi:10.1007/s40262-020-00957-0, 
] 

For patients who do not transition to another ODT medicine, follow-up should be ongoing rather than limited to a single recall.   
Recommendations for clinical reviews include:
· regular clinical review for at least three months after cessation of Sublocade® 100 mg maintenance, and for at least six months after cessation of Sublocade® 300 mg maintenance, even where there are no apparent signs of destabilisation;
Prescribers should review patients earlier, more frequently or for longer where clinically indicated, including:
· when treatment is stopped before steady state has been reached, generally within the first four to six monthly injections;
· where there is emerging craving, withdrawal, opioid use, or overdose risk;
· in the context of medical, psychiatric or psychosocial complexity.
	Scenario
	Minimum review period
	Additional review triggers

	Stopping Sublocade® 100 mg maintenance
	3 months
	Early cessation, emerging risk, complexity

	Stopping Sublocade® 300 mg maintenance
	6 months
	Early cessation, emerging risk, complexity

	Not transitioning to another ODT medicine
	Ongoing
	Any signs of destabilisation


Table 4- Clinical review recommendations
Follow-up should include assessment for withdrawal, craving, opioid use and overdose risk; active linkage to relevant ODT, alcohol and other drug, primary care and psychosocial services; provision of take-home naloxone with encouragement to carry it; and a documented pathway for rapid reassessment and timely re-entry to ODT. 
A request to return to treatment, or recurrence of craving or opioid use, is a foreseeable clinical event and should be met without blame, shame or judgement. Closed-book arrangements or routine waiting lists should not delay clinically urgent reassessment or re-commencement of ODT. If the original service cannot provide timely care, health professionals should arrange a warm referral to another accessible service. If a patient does not attend planned reviews, health professionals should use agreed recall or outreach channels and continue to provide harm-reduction advice.
[bookmark: _Toc235541655]Overdose risk during transition
Patients who stop opioid dependence treatment or return to opioid use after treatment disruption or who find transition difficult may be at increased risk of overdose due to reduced opioid tolerance.
All patients on opioid agonist therapy, including patients who withdraw from long-acting injectable buprenorphine, should be strongly encouraged to access take-home naloxone for themselves and for people in their social network.
[bookmark: _Toc235541656]Patients affected by the discontinuation of Sublocade® should be supported to access support services. Prescribers should plan approaches to support affected patients including telephone counselling through DirectLine on <1800 888 236>. Consumers can also contact Harm Reduction Victoria’s Pharmacotherapy Advocacy and Mediation Support (PAMS) service on <1800 443 844>.
When to seek specialist advice
Seek specialist addiction medicine advice early where:
· the patient has stabilised on Sublocade® after other treatments were not effective
· a patient previously maintained on Sublocade® 300 mg remains unstable or does not respond to the planned transition
· the patient has complex medical or psychiatric comorbidity
· the patient has complex pain, trauma, pregnancy, unstable housing, recent overdose or high relapse risk
· there is uncertainty about shortened Buvidal® intervals, supplemental dosing, split dosing or transfer to methadone
· the patient experiences breakthrough withdrawal symptoms, sedation, intoxication, increased opioid use, deterioration in mental health or functional decline during transition. 
Same-day clinical advice
In Victoria, free clinical advice is available 24 hours a day through DACAS on <1800 812 804>. DACAS provides clinical advice and does not assume ongoing prescribing responsibility. DACAS provides timely telephone advice to support clinical decision-making during transition planning and management but does not assume ongoing prescribing responsibility.
Specialist review
For secondary consultation, Pharmacotherapy Area Based Networks (PABNs) facilitate referrals to Addiction Medicine Specialist services across Victoria. 
Bayside Health SouthCity Clinic  
Phone: <(03) 9525 7399> 
Email: Southcityclinic@alfred.org.au 

Monash Primary Health Clinic and Needle Syringe Program (email referral preferred) 
Phone: <(03) 9792 7630> 
Email: PHCreferrals@monashhealth.org 
 
Eastern Heath Turning Point  
Phone: <(03) 9843 1288> 
Email: Ecadsintake@easternhealth.org.au 
 
Western Health Drug Services 
Phone: <(03) 8435 6682> 
Email: nwmrpharmacotherapynetwork@cohealth.org.au 
 
Goulburn Valley Health  
Email: GVADSReferrals@gvhealth.org.au 

Orticare’s Opioid Management Clinic (OMC) 
Phone: <0491 085 573>
Referral pathways: HealthLink ID: ballarcm - HealthLink referrals must be made via your practice management software. Ordinary emails to the HealthLink ID will not be received. 
Fax: <03 7048 9938> (GoFax is certified for secure information handling)
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