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STANDARD 3 - DELIVERY OF HEALTH PROGRAM & SERVICES OPIOID
SUBSTITUTION PROGRAM

INTRODUCTION

The ease of access and non-judgmental nature of community pharmacy makes it an ideal
location to provide this service.

This kit aims to assist pharmacists in providing pharmacotherapies with appropriate support
and documentation.

The pharmacist is responsible for complying with relevant state regulation that governs the
dispensing of the relevant pharmacotherapy in each state. A copy of “Guidelines for
Community Pharmacists” (TG 201/1) from NSW Health is included in this kit.

In NSW many people who are on pharmacotherapy programs obtain their treatment
medications through their local community pharmacy. The provision of pharmacotherapy
treatments involves integration of GPs/drug treatment clinicians and community pharmacies
working on a coordinated system of health care delivery. Many people in treatment obtain
information, advice, and support in their treatment at their local pharmacy.

The Standard covers the:
• Training and experience required
• Appropriate pharmacy layout
• Appropriate staff training
• Equipment and resources available to dispense pharmacotherapies for opioid

dependency treatment
• Systematic dispensing and administration procedures
• Interchange of clinical information between prescribers and health care workers as

appropriate
• Patients’ rights to privacy and confidentiality
• Resources to enable pharmacists to give general health advice and support for people

in treatment

This kit assists pharmacists to comply with Standard 3 - Delivery of Health Program &
Services, Opioid Substitution Program.

THE ASSESSMENT OF THE STANDARD

The Australian Pharmaceutical Formulary Handbook (20th Edition) and The Pharmaceutical
Society of Australia’s Professional Practice Standards (Version 3 2006) have a series of
indicators which act as a reference source for the requirements of the Quality Care Standard.
The standard will be assessed against the Opioid Substitution Program Checklist (T3A). This
kit is a resource kit to provide all the policies procedures and information required to meet the
Standard.
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SUMMARY OF PROCEDURES TO MEET QUALITY CARE STANDARD 3

• The pharmacist provides verbal and written information and advice to Patients and
general public on pharmacotherapies when appropriate or requested

• The pharmacy refers the Injecting Drug Users (IDU) when appropriate or requested to a
medical practitioner, drug treatment agency or local support agency

• The pharmacists are knowledgeable of the relevant legislation applying to
methadone/buprenorphine services in their State or Territory

• Staff are trained in Harm Reduction by familiarisation with Pharmacy Self Care Cards,
Better Health pamphlets and other available literature

• Staff dealing with Injecting Drug Users (IDU) are advised to have Hepatitis B injections

• Staff are trained in the management of methadone/buprenorphine patients as well as
general customer management

• The pharmacy supplies methadone/buprenorphine on site or as takeaway according to
prescription directions from an accredited prescriber.

• The pharmacist monitors prescription and over the counter purchases for drug
interaction, adverse drug reactions, and inappropriate use of medications

• All staff and clients are expected to behave in a responsible manner

• There will be no congregation in the area adjacent to the pharmacy prior to or
immediately after dosing

• The patient will collect and swallow the dose of methadone or dissolve the
buprenorphine dose sublingually in clear view of and to the satisfaction of the
pharmacist

• Methadone or buprenorphine will NOT be supplied if the agreed dispensing fees have
not been paid / prescription has expired/ or patient is intoxicated

• Methadone and buprenorphine will be supplied in accordance with State and Territory
Legislation (in NSW, The Poison and Therapeutics Goods Act).

• The Patient/Pharmacy Contract will be in place for all pharmacotherapy patients

• Dosing of methadone/buprenorphine should be provided in private and discreet manner

• Each pharmacy would have a standard fee for all transactions

• Sufficient stocks of pharmacotherapy treatment would be kept in an approved safe
which is locked whilst not in immediate use

Pharmacy Guild of Australia, NSW Branch © V206 3



• The pharmacists will administer all doses of methadone and buprenorphine

• The pharmacists will prepare all takeaway doses and label them in accordance with
Poisons and Therapeutics Goods Act

• The pharmacy will have in place a financial record system to verify patients’ payment

• The pharmacy will have in place a privacy policy

• The pharmacy will have in place written dosing procedures

• The pharmacy will have in place a clinical note book with information about patients that
may be relevant to locum pharmacists

• The pharmacy will have in place a set communication procedure (written and verbal) for
communication with prescribers and health care workers as appropriate

• The pharmacy will have in place a procedure for the receipt and prompt storage of
pharmacotherapies

• Prescription Records must be retained for a minimum of 2 years

Doses of methadone for on-site administration may be prepared in advance using new clean
bottles with child resistant caps. These bottles must be labelled in accordance with
Pharmaceutical Services Branch Regulations.

These doses must be stored in an approved locked safe when not immediately required.
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OUR METHADONE AND BUPRENORPHINE PROGRAM POLICY

This pharmacy has a commitment to providing information and advice on aspects of harm
reduction to the general community.

The pharmacy will dispense pharmacotherapy to patients in treatment for opioid
dependency. Patients who are dispensed pharmacotherapy should be clinically stable with
appropriate medical and clinical support.

The pharmacy aims to provide the service in a friendly and non-judgmental manner in order
to assist the patients in their treatment.

Pharmacy Guild of Australia, NSW Branch © V206 5



PRIVACY AND CONFIDENTIALITY POLICY

POLICY

All pharmacy staff are required to maintain the confidentiality of information acquired about
patients, families and others.

PROCEDURE

All pharmacy staff are to take care that patient records, conversations with patients and
professional consultations are conducted in a manner that preserves patient confidentiality.

Access to patient records and patient medical history is only to be made with the express
approval of the pharmacist and/or the consent of the customer. Customer records are only
to reflect the information required and associated with the provision of prescription or
pharmacist only medicines.

Access to prescription records must be made available on request to authorised Health
Department inspectors or police officers under provision of the Poisons and Therapeutics
Goods Act.

Pharmacy staff are to be mindful of any conversation held with any person outside of the
pharmacy in either a social, professional or family setting so as not to inadvertently disclose
any private, patient or confidential matter.

Any documentation detailing customer information is to be shredded or handed to the
pharmacist for removal. Do not place such material in the general rubbish bins etc.

Should any staff member discover inappropriate disclosure of confidential patient
information, the pharmacist in charge is to be notified immediately. The pharmacist in
charge will deal with the matter appropriately.

Disclosure of confidential information is unethical and as such, any staff member who does
not comply with this policy can be subject to disciplinary action, which may result in
termination of employment.
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PHARMACY INCENTIVE SCHEME
Quality Assurance Questionnaire for Opioid Substitution

Pharmacy Name: NHS Approval

Address

Phone: Fax: Email ABN

As a minimum requirement the following must be available in the pharmacy

YES NO
1. Copy of the Guidelines for Community � �

Pharmacists TG 201/ 1

2. New disposable drink cups � �

3. New child-resistant Methadone takeaway
Dispensing bottles � �

4. Approved Methadone/Buprenorphine Schedule 8
Recording System � �

5. A copy of the QCPP Standard 3 - Delivery of Health
Programs and services Opioid Substitution Program
Checklist (T3A) � �

The following questions relate to dispensing Methadone/ Buprenorphine to patients
on the NSW Opioid Substitution Programme on prescription from their approved
prescriber.

6. The patient's prescriber writes a prescription for 100mg Methadone Syrup/ Biodone
Forte Solution. What volume of the methadone would be dispensed?

(a) 20 mls (b) 10 mls (c) 100 mls

7. How long must opioid substitute prescriptions be retained at the pharmacy?

(a) 1 year (b) 2 years (c) 3 years
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8. Bulk supplies of methadone and buprenorphine must be stored in an approved safe
under the pharmacist's direct control

� TRUE � FALSE

9. Under any circumstances can opioid substitutes be dispensed to a patient on an
expired prescription without the Doctor's approval and new prescription being
authourised.

� TRUE � FALSE

10. Under any circumstances can a pharmacist redose or reissue takeaway doses of
opioid substitutes without the Doctor's approval

� TRUE � FALSE

11. When labelling a takeaway dose of methadone in a new bottle with a child resistant
closure, the following must be included on the label

TICK THE CORRECT ANSWERS

� "Keep out of reach of children" in red on white background

� This medication may cause drowsiness and may increase the effects of alcohol

� Name strength and quantity of methadone

� Adequate directions including the date the takeaway dose is to be consumed

� Original Prescription number

� Date of dispensing

� Client's name

� Name address and telephone number of the pharmacy

12. With patients on opioid substitution treatment the excessive consumption of alcohol
and/or benzodiazepines can be fatal.

� TRUE � FALSE

13. The pharmacist has a duty of care to refuse to dose an intoxicated patient and contact
the prescriber.

� TRUE � FALSE
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14. Can a pharmacist alter a patient's usual dose of opioid substitute without the
prescribing doctor's approval, if a patient presents in their normal manner?

YES �� NO  ��

15. When supplying a takeaway dose of methadone the pharmacist should reinforce the
need for safe storage. Safe storage conditions would include
• In the cupboard �  TRUE             �  FALSE
• In the fridge �  TRUE             �  FALSE
• In a locked cupboard/container out of reach of children �  TRUE             �  FALSE

16. If a patient has missed two or three consecutive opioid substitute doses the most
appropriate action by the pharmacist is

TICK THE CORRECT ANSWER

� Contact the prescriber to obtain their directions for the patients continuing treatment.

� Continue to dose patient and NOT contact prescriber

� Change dose without prescriber's consent

17. In the event of accidental dosing OR overdosing with methadone the following
procedure should be followed

TICK THE CORRECT ANSWERS

� Administration of Ipecac Syrup

� Inform the patient and obtain the prescribers directions for patient management

� Advise the patient of the likely effects of the dose given

� Advise the patient not to drive or operate machinery

� Arrange for the patient to be monitored for respiratory  depression and/or sedation

18. Can a patient who missed a dosing on a particular day obtain that dose plus their
normal dose on the next day?

YES  �� NO  ��
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19. Do the following drugs interact with opioid substitutes?
YES NO

Alcohol �� ��

Diazepam �� ��

Phenytoin �� ��

Penicillin �� ��

Cannabis �� ��

Antihistamine/Codeine preparations �� ��

20. Patients being dosed with buprenorphine the pharmacy should
YES NO

Keep the tablet under their tongue for as long as possible �� ��

Be offered water to swallow tablets �� ��

21. Patients receiving buprenorphine should inform accident and emergency staff of their
medication because

�� They will receive upgraded treatment

�� They will receive pain management appropriate to their buprenorphine dose

22. The preferred way of subscribing takeaway doses of buprenorphine is

�� Subutex (buprenorphine)

�� Suboxone (buprenorphine and naloxone)

23. Patients can be prescribed double or triple doses of buprenorphine (max 32mg)
Because the drug i

YES NO

• Is quickly metabolized �� ��

• Is long acting and displays a ceiling effecting in its dose
response pharmacology �� ��
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24. Is the pharmacist the only authorised person to dose and prepare takeaway doses in
the pharmacy?

YES  �� NO  ��

25. Before dosing a patient with opioid substitutes the pharmacist should identify the
patient, check they are not intoxicated , verify the dose from their valid prescription.
Check any clinical notes left by the last dispenser?

YES  �� NO  ��

26. When commencing a new patient on the Opioid Substitution Program the pharmacist
must have:

YES NO

Valid  prescription for the patient �� ��

Photo Identification validated by prescriber �� ��

At least two personal Identification documents �� ��

Medicare Number �� ��

27. Before commencing a new opioid substitute patient a pharmacist should:

YES NO

Interview the patient �� ��

Obtain a signed Patient Contract for Pharmacy
Opioid Substitution Dosing �� ��

Contact the previous dosing point to ascertain 
the date of the last dose supplied �� ��

28. Whilst it is highly recommended that the pharmacists check their balance in the drug
register on a regular basis, e.g. weekly.

The minimum legal requirement is twice yearly Drug of Addiction stock check in:

��        March/September ��        January/July
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29. A valid Methadone or Buprenorphine Prescription for a patient can be faxed to the
pharmacy. It is recommended that the original be

YES NO

Sent by post next day �� ��

Delivered by the doctor or surgery staff �� ��

Sent by post next month �� ��

Handed to the patient �� ��

30. If a patient claims to have vomited his/her dose of Methadone, the most appropriate
action for the pharmacist is to

�� (a) Ascertain time of vomiting in relation to dosing and phone a Prescriber for the
instructions

�� (b) Give another dose

�� (c) Give half dose

NOTE: PLEASE RETURN FORM TO:

THE PHARMACY GUILD
LOCKED BAG 2112
ST LEONARDS NSW 1590
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LIST OF EQUIPMENT FOR METHADONE/BUPRENORPHINE SERVICE

• Subsidiary Drug Registers for Methadone and Buprenorphine (available on request from
Pharmacy Guild of Australia, 02 9467 7100)

• PSA Manual (02 9431 1100)- Supply arranged with Pharmaceutical Society 

• Approval to dispense and obtain methadone and buprenorphine must be arranged with
Pharmaceutical Services Branch, NSW Health (02 9879 3214)

• Methadone syrup is available through Symbion

• Biodone is available through API 

• Buprenorphine (Subutex & Suboxone) is available through:

- API 

- Symbion 

- Sigma Wholesaler

• Approved safe for storage of Schedule 8 drugs

• Methadone pump (Pharmacy Guild of Australia, 02 9467 7100)

• Disposable cups

• Drinking water

• Methadone bottles with child resistant closures (from your regular wholesaler,
Metropolitan Dispensing Services, 02 9743 1914 or Cospak, 02 9820 8999)

Note: Equipment should be regularly checked for accuracy of dose delivery.
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Note:  Equipment should be regularly checked for accuracy of dose delivery.

Display this flow chart in area where opioid substitution therapy is prepared!
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Note:  Equipment should be regularly checked for accuracy of dose delivery.



METHADONE DOSING GUIDELINES

Client Identification:

Each client must be clearly identified

Each client must have a photo, identification and prescription

Each client must have a valid current prescription

Each client must be observed for intoxication prior to dosing

Each client must be observed whilst taking their dose

Faxed scripts must be sent within 7 days

Prescriptions:

Must be valid and current: No dosing permitted on expired prescription.

Must have the client’s name and address

Must have date of issue

Must have an expiry date (if not will be current for 6/12 from the date of issue)

Must stipulate dose in words and in figures

Must have takeaway days stipulated unless “variable” is written

The number of takeaway per week must be specified

Only 2 takeaway doses should be given at a time unless specifically instructed by the
prescriber to give more takeaways

Must be signed by the clients’ prescriber or locum prescriber

Takeaway doses must be given on the last day that the client attends the pharmacy for dosing
at the pharmacy, prior to the day/days intended for consumption of the takeaway doses
provided.

All expired prescriptions must be stamped “cancelled”, signed, dated and retained
separately at the pharmacy. Expired scripts should be removed from patient’s file to reduce
the possibility of incorrect dosing.

Records:

All methadone syrup dispensed must be entered into the Schedule 8 Drug Register DAILY
according to the Poisons and Therapeutic Goods Act 1966 and Amendment (Methadone)
Regulation 2000

If a Subsidiary Drug Register is used then the total amount of methadone supplied each day
must be transferred to the drug register daily, at the end of each day
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The pharmacist must sign for each dose given or summary of daily dose if only one
pharmacist is dispensing during the day.

The client name and prescription number must be written on the Subsidiary Drug Register 

The name of the prescriber must be written on the Subsidiary Drug Register

The prescription expiry date may be written on the Subsidiary Drug Register (optional)

Total amount of methadone given on any day, including identification of takeaway doses
supplied must be written into the Subsidiary Drug Register

All records, including computer records, prescriptions, subsidiary drug registers and drug
registers are to be kept for a period of two years from the latest date of entries.

The Subsidiary Drug Register must be maintained in a bound and numbered form

Receipt of methadone must be recorded on the day of receipt with separate records for
Biodone Forte  

Storage:

All methadone must be locked in an approved safe at all times when not in immediate use.
The key must be kept under control of the pharmacist and locked in an appropriate safe
after hours.

Liaison with Doctor / Clinic / Case Manager

The pharmacist should maintain contact with the doctor or clinic informing them of any
relevant information concerning the client’s progress especially in regard to dose, behaviour,
illness, erratic or non-attendance etc.

If a client has missed two doses the Pharmacist should not dose unless instructions are
received from the doctor.
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PROCEDURE FOR PHARMACISTS TO DISPENSE METHADONE

IDENTIFY CLIENT by referring to ID sheet and photo attached to ID sheet

ENTER NEW PRESCRIPTION INTO OFFICIAL PHARMACY RECORDING SYSTEM

SPEAK TO CLIENT BEFORE DOSING. If the patients are intoxicated refer them  to doctor
before dosing. If unable to contact the doctor, delay dosing and ask the patient to return
later. If still intoxicated, consider whether the dose should be refused.

CHECK PRESCRIPTION IS VALID

RECORD THE DOSE in subsidiary Drug Register or Schedule 8 Drug Register

REFER TO CLIENTS PRESCRIPTION AND CONFIRM THAT CORRECT DOSE HAS BEEN
MEASURED. NOTE that methadone scripts usually have doses written in milligrams, but it is
dispensed as a syrup containing 5 mg/ml. Thus a 30 mg dose is given as a 6 ml of syrup.

MEASURE THE REQUIRED DOSE into a disposable cup, using the syringe, pump, or
dispensing measure

MAKE ENTRY IN THE SCHEDULE 8 DRUG REGISTER of the total amount dispensed to
client. Take care that takeaway doses are clearly and separately marked and/or identified,
whether this is in the Schedule 8 Drug Register or in the Subsidiary Drug Register

PREPARE TAKE AWAY DOSES IF AUTHORISED, in new clean bottles with child resistant
caps, label appropriately, and affix No 1 cautionary label

CONFIRM THE DOSE WITH THE CLIENT by making a statement such as “here is your
dose of xx mg.” Or ask client “what is your dose” to confirm quantity being given.

GIVE THE CUP TO THE CLIENT together with a jug of water or juice, for the client to
consume the dose.

OBSERVE that the client swallows the dose and follows it with a drink of water and then ask
the patient to speak to you.

HAND TAKE AWAY DOSES if authorised, to the client.

If there is only one client at this pharmacy; make entry as for any other S8 item.

If there is more than one client at this pharmacy make entry on the Subsidiary Drug Register
calculated the total amount dispensed for all clients and make one entry in the drug register.

RULES. NO EXCEPTIONS. The Dose and takeaways must comply with the Clients’ Doctors
valid/current prescription.

Takeaway dose dilutions must be in accordance with a prescriber’s instructions, such dilution
of a takeaway must be clearly indicated on the label and prepared in a new bottle with child
resistant closures and with appropriate label. 

1Takeaway doses label must contain: - Name, strength and quantity of drug;  - Direction and date for
daily dose consumption; - Prescription number; date of dispensing (if not incorporated in prescription
number); Client's name
The label can be printed on standard pharmacy dispensing label with pharmacy contact details
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SCHEDULED PHARMACY DOSES MUST BE CONSUMED IN THE PHARMACY. TAKE
AWAY DOSES can ONLY be given on the days specified on the script and as entered in the
Subsidiary Drug Register and should be given to client on the day prior to scheduled dose.

LOST TAKE AWAY DOSES OR VOMITED DOSES CAN NOT be replaced.

IF A CLIENT FAILS TO TURN UP that day’s dose is forfeited, ie they miss a day

IN CASE OF PROBLEMS INSTRUCT THE CLIENT TO:-

Contact their doctor or contact their case worker at their clinic

IF A CLIENT HAS MISSED TWO DAYS DOSES they MUST NOT be dosed unless
instructions are received from their doctor. 

Doctor and case worker telephone numbers are on the clients ID sheet or script

Note:  Equipment should be regularly checked for accuracy of dose delivery.
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BUPRENORPHINE DOSING GUIDELINES

Client Identification:

Each client must be clearly identified

Each client must have a photo, identification and prescription

Each client must have a valid current prescription

Each client must be observed for intoxication prior to dosing

Each client must be observed whilst placing sublingually his/her dose for dissolving

Prescriptions:

Must be provided directly by the prescriber and medication and dose must be hand written
by the prescriber

Must be valid and current: No dosing permitted on expired prescription.

Must have the client’s name and address

Must have date of issue

Must have an expiry date (if not will be current for 6/12) from the date of issue

Must stipulate dose in words and in figures

Must have double or triple dosing days clearly indicated

Must be signed by the clients’ prescriber or locum prescriber

All expired prescriptions must be stamped “cancelled”, signed, dated removed and retained
separately at the pharmacy

Records:

Separate pages in DD Register are required for different strength of buprenorphine 

All buprenorphine dispensed must be entered into the Schedule 8 Drug Register DAILY
according to the Poisons and Therapeutic Goods Act 1966 and Amendment
(Buprenorphine) Regulation 2001

If a Subsidiary Drug Register is used then the total amount of buprenorphine tablets in each
strength supplied each day must be transferred to the drug register daily, at the end of each day

The pharmacist must sign for each dose given or summary of daily doses if only one
pharmacist is dispensing during the day.

The client name and prescription number must be written on the Subsidiary Drug Register 

The name of the prescriber must be written on the Subsidiary Drug Register
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The prescription expiry date must be written on the Subsidiary Drug Register

Total amount of buprenorphine given on any day, including double dosing supplied must be
written into the Subsidiary Drug Register

All records, including computer records, prescriptions, subsidiary drug registers and drug
registers are to be kept for a period of two years from the latest date of entries.

The Subsidiary Drug Register must be maintained in a bound and numbered form

Storage:

All buprenorphine must be locked in an approved safe at all times when not in immediate
use. The pharmacist should be in possession of the key. 

Liaison with Doctor / Clinic / Case Manager

The pharmacist should maintain contact with the doctor or clinic informing them of any
relevant information concerning the client’s progress especially in regard to dose, behaviour,
illness, erratic or non-attendance etc.

If a client has missed three doses the Pharmacist should not dose unless instructions are
received from the doctor.
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PROCEDURE FOR PHARMACISTS TO DISPENSE BUPRENORPHINE

IDENTIFY CLIENT by referring to ID sheet and photo attached to ID sheet

ENTER NEW PRESCRIPTION INTO OFFICIAL PHARMACY RECORDING SYSTEM

SPEAK TO CLIENTS BEFORE DOSING

If the patients are intoxicated refer them to the doctor before dosing. If unable to contact the
doctor, delay dosing and ask the patient to return later. If still intoxicated, consider whether
the dose should be refused.

CHECK THAT THE PRESCRIPTION IS LATEST VALID PRESCRIPTION. Completed
superceded or outdated prescriptions must be canceled and removed from the file (retained
for 2 years)

RECORD THE DOSE in a Subsidiary Drug Register or Schedule 8 Drug Register.

COUNT AND CHECK the number and strength of the buprenorphine tablets to be
administered.

REFER TO CLIENTS’ PRESCRIPTION AND CONFIRM THE CORRECT DOSE TO BE
ADMINISTERED.

CONFIRM THE DOSE WITH THE CLIENT by making a statement such as “here is your
dose of xx mg”. Or ask the client “what is your dose” to confirm quantify being given.

Buprenorphine should be dispensed as multiples of whole tablets and only removed from
packaging immediately prior to administration

Place the tablets in a clean, dry medicine measure or medication vial or small disposable cup

Some clients may require tablets to be partially broken into small fragments to assist
sublingual absorption and reduce risk of diversion

INSTRUCT THE CLIENTS:

To tip the medication directly under their tongue without handling the tablets

The tablet can be kept in place under the tongue by tilting head slightly forward

Do not chew or swallow the tablets

Do not swallow the saliva until tablets have dissolved (3-8 minutes on average)

Do not talk while dissolving the tablet under the tongue as this usually causes the tablet to
be dispersed in the mouth with poor absorption 

Most patients can dissolve 2 or 3 partially broken 8mg tablets as a single administration

Once given to the client the dose is their responsibility and no replacement dose will be provided

OBSERVE that the client place the dose sublingually.

Check that the client has consumed the dose prior to leaving the pharmacy by speaking or
opening mouth
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MAKE ENTRY IN THE SCHEDULE 8 DRUG REGISTER of the total number of tablets in
each strength dispensed to the client.

If there is only one client at this pharmacy make entry as for any other S8 item.

If there is more than one client at this pharmacy make entry on the Subsidiary Drug
Register 

Calculated the total amount of each strength tablet dispensed for all clients and make one
entry in the drug register.

RULES. NO EXCEPTIONS.

The dose must comply with the Clients’ Doctors VALID/CURRENT  prescription.

SCHEDULED PHARMACY DOSES MUST BE CONSUMED IN THE PHARMACY.

Double or triple dosing (maximum 32mg as single daily dose) can only be administered in
accordance with the prescriber’s specific directions

VOMITED DOSES CAN NOT be replaced

IF A CLIENT FAILS TO TURN UP on the prescription’s scheduled day for dosing then that
dose is forfeited

IF A CLIENT HAS MISSED TWO CONSECUTIVE DOSES THE PHARMACIST MUST
CONTACT THE PRESCRIBER AND OBTAIN INSTRUCTIONS BEFORE DOSING THE CLIENT

Doctor and case worker telephone numbers are on the clients ID sheet or script.
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NEW PATIENT BOOKING FORM

Please: Immediately place this booking form in a plastic sleeve containing patient ID Form.
When faxes are received and mail is opened please place relevant documents together in this
sleeve. Please compile all appropriate forms in this sleeve. After initial dosing all forms to be
filled as per protocol.
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Today’s Date

Client’s Name

Contact made by

Phone number

Date Dosing to Commence

Duration of visit?

Prescriber will be:

Phone number:

Remember Interstate Prescribers are not always valid in NSW!

Always ask these questions during the initial contact conversation:

1. Has the client dosed here before Yes � No �

2. Is the Client currently categorised as a stable patient? Yes � No �

3. What comments would the contacting person like to make about the
client?

4. What takeaway arrangements are expected?

5. How will the paperwork be forward?
Fax it first, post it always!

Any General Comments:

CHECK LIST

Fax received: Yes � No � Original script received Yes � No �

Labels created: Yes � No � Script dispensed Yes � No �

Contact Yes � No �

ID Page Yes � No �

Dosing Record page Yes � No �
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INCIDENT REPORT

Pharmacy Name: Report No:

Date of Report: Time of Report:

Date of Incident: Time of Incident:

Staff Member Reporting:

1  INDIVIDUAL DETAILS Provide individual details if required for follow-up

Name: Date of Birth:

Address:

Phone No: (Hm) (Wk) (Mob)

2  NATURE OF INCIDENT Provide description of the incident in detail – attach any additional information

3  SPECIFIC ACTION TAKEN i.e. police contacted, non conforming report completed

Person Undertaking Action:

4  FOLLOW-UP REQUIRED Detail any further action that is necessary

5  DATE RESOLVED

Distribution: One copy to Proprietor, other copies to: 



Pharmacy Guild of Australia, NSW Branch © V206 34



Pharmacy Guild of Australia, NSW Branch © V206 35



Pharmacy Guild of Australia, NSW Branch © V206 36

SUPPORT LIST & ORDER FORM

Item Contact No.
Number
required

Coming Off Methadone
Turning Point Drug and Alcohol
Centre 03 8413 8413

Self Care
Pharmaceutical Society of
Australia 02 9431 1100

Fact Books
Pharmacy Guild of Australia
02 9467 7100

HepC Brochure
Hepatitis C Council of NSW 
02 9332 1599

ADIS Card
ADIS Sydney: 02 9361 8000 
Toll Free: 1800 422 599

Safer Injecting Pamphlet AVIL 02 6279 1600

Methadone Advice Cards
(MACs)

MACs 1800 642 428

Heroin, Speed fact Sheets
Better Haelth Centre 
02 9816 0452

TO ORDER RESOURCES, FAX THIS FORM TO 
THE PHARMACY GUILD OF AUSTRALIA (NSW BRANCH) ON 

02 9467 7138
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Supply of Methadone & Buprenorphine in the treatment of 
Opioid Dependence  by Community Pharmacists under the 
New South Wales Pharmacotherapy Drug Treatment 
Programs. 
 
 
 
1. Introduction 
 

1.1 These Guidelines consolidate relevant requirements of the New South 
Wales Poisons and Therapeutic Goods Act 1966 and Poisons and 
Therapeutic Goods Regulation 2002 as well as Clinical Practice 
Guidelines issued by the New South Wales Health Department 
regarding the acquisition, storage, and supply of methadone and 
buprenorphine to clients in drug treatment programs in New South 
Wales. 

 
These Guidelines should be read in conjunction with the Poisons 
and Therapeutic Goods Act, 1966, the Poisons and Therapeutic 
Goods Regulation 2002, and/or the Guild Guide to the New South 
Wales Poisons Schedules (as published from time to time). 
 
Compliance with the Poisons and Therapeutic Goods Regulation 
and the Clinical Practice Guidelines reflects good practice, 
provides proper accountability, minimises the risks of diversion 
and protects the safety of clients. 

 
1.2 Educational programs are conducted by the Pharmaceutical Society of 

Australia (New South Wales Branch) and The Pharmacy Guild of 
Australia (New South Wales Branch) for pharmacists wishing to know 
more about Pharmacotherapy Drug Treatment Programs and/or 
wishing to become involved in provision of methadone and/or 
buprenorphine doses at community pharmacies. 

 
Generally methadone and buprenorphine dispensing from community 
pharmacies is only appropriate for clients who: 

 
 have reached a stable phase of treatment, 

 
 reside in geographically isolated areas, or 

 
 will experience hardship by being dosed daily from a specialised 

dispensing program. 
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1.3 Generally, clients are not considered suitable for community 

pharmacies in the first three months of treatment (methadone) or the 
first month of treatment (buprenorphine). 

 
The indications of a client’s suitability for pharmacy dosing are: 

   
 no use of intoxicating substances resulting in unacceptable 

behaviour in and around the dosing point 
 

 regular, reliable contact with service providers 
 

 functional social behaviour, including no antisocial or violent 
behaviour 

 
 no history of problems in the past six months with alternative 

dosing locations, including unacceptable behaviour, diversion  of 
methadone doses or deterioration in clinical condition 

 
 the client’s behaviour has been reliable in the recent past and is in 

keeping with the requirements of their treatment program 
conditions. 

 
 the client agrees to be dosed at a pharmacy 

 
 1.4 Before commencing dosing at a community pharmacy the client should 

be introduced to the pharmacist so that the pharmacist can determine 
whether he/she is prepared to dose the client.  The client’s willingness 
to be dosed at the pharmacy and their agreement to comply with the 
pharmacist’s conditions should be documented.  Regular 
communication between the pharmacist, case-worker and prescriber is 
encouraged. 
   

1.5 Methadone Syrup 5mg/ml is available as 200 ml and 1 litre bottles, 
marketed by GlaxoSmithKline.  Biodone Forte (marketed by Biomed 
Australia Pty Ltd) is a red coloured aqueous solution of methadone 
hydrochloride 5mg/ml, and is also available in 200 ml and I litre bottles. 
Subutex (marketed by Reckitt Benckiser) is presented as sublingual 
white oval tablets containing buprenorphine hydrochloride in strengths 
of 0.4mg, 2mg and 8 mg. 

 
1.6 Methadone and buprenorphine are both listed in the NSW Poisons List 

in Schedule 8 (drugs of addiction). 
 

1.7 Methadone and buprenorphine may be prescribed to opiate dependent 
clients only by medical practitioners who are authorised to so prescribe, 
under the provisions of Section 28 of the Poisons and Therapeutic 
Goods Act 1966. 
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1.8 Approved methadone and buprenorphine prescribers may be either 

specialist drug treatment physicians or general practitioners. 
 

1.9 Methadone Syrup, Biodone Forte and Subutex tablets are made 
available to participating Community Pharmacists for use in the NSW 
Pharmacotherapy Drug Treatment Programs at no charge to the 
pharmacist. 

 
1.10 Any charges or fees levied by the pharmacist for supervising the dosing 

of methadone or buprenorphine or providing takeaway doses (where 
authorised), is a matter for the pharmacist and his clientele.  The 
Pharmacy Guild of Australia, NSW Branch, may be able to assist 
pharmacists with a guide to fees applicable for services provided. 

 
1.11 Pharmacists wishing to participate in the NSW Pharmacotherapy Drug 

Treatment Programs are advised to contact the Duty Officer, 
Pharmaceutical Services Branch on (02) 9879 3214. In the first 
instance, the Duty Officer will provide some basic information and 
arrange for an information pack to be sent to the applicant pharmacist. 
On receipt of a signed undertaking by the applicant pharmacist that he 
or she, and all registered pharmacists under their employ have read 
and will comply with legislative and policy requirements, arrangements 
are then made for Methadone Syrup, Biodone Forte and/or Subutex to 
be made available to the applicant pharmacist. It is then necessary for 
the applicant pharmacist to order any required stock of methadone or 
buprenorphine from the applicable wholesale distributor. 

 
1.12 It is extremely important that pharmacists wishing to supply methadone 

and/or buprenorphine have a good understanding of the applicable 
product information and are prepared to put the necessary effort and 
physical and human resources into administering methadone and/or 
buprenorphine, or supplying takeaway doses of methadone. 

 
2. Legal Requirements 
 

Pharmacists participating in the NSW Methadone and Buprenorphine Programs 
are required to supply methadone and buprenorphine only in accordance with the 
strict liability that applies under the provisions of the Poisons and Therapeutic 
Goods Regulation 2002. Breaches of the Poisons and Therapeutic Goods 
Regulation may lead to prosecution or complaints of professional misconduct to 
the Health Care Complaints Commission.  
 
2.1 Obtaining Supplies of Methadone and Buprenorphine 

 
2.1.1 Methadone (Methadone Syrup and Biodone Forte) and buprenorphine 

(Subutex) may be obtained from the distributors only on the basis of a 
written order signed by a pharmacist. A list of New South Wales 
distributors is shown below: 
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 Methadone Syrup is available only from GlaxoSmithKline (via 

Faulding Healthcare Pty Ltd). Telephone 9860-6000 
 

 Biodone Forte is available only from Australian Pharmaceutical 
Industries. Telephone 8844-2850 

 
 Subutex tablets is available from Faulding Healthcare Pty Ltd 

(telephone 9860-6000), Australian Pharmaceutical Industries 
(telephone 8844-2850) or Sigma (telephone 1300 132 293). 

 
2.1.2 Methadone and buprenorphine may be ordered by telephone or 

facsimile, providing that within 24 hours of doing so, written 
confirmation of the order is sent to the distributor. 

 
2.1.3 In the situation where pharmacies supplying methadone and/or 

buprenorphine are about to change ownership, relocate or change 
trading name, to ensure a continuous supply of methadone or 
buprenorphine is available, arrangements should be made at least two 
weeks prior to the intended change with Pharmaceutical Services 
Branch, by contacting the Duty Officer on (02) 9879-3214 in the first 
instance.  

 
 2.2 Storage 
 

2.2.1 On receipt of methadone or buprenorphine at the pharmacy, the order 
should be checked to ensure: 

 
 Tamper evident seals are intact 
 Quantity received is as shown on invoice. 

 
If tamper evident seals are broken or a quantity of methadone or 
buprenorphine appears to be lost or stolen, then the pharmacist must 
immediately notify the Pharmaceutical Services Branch, Duty Officer, 
on Tel:(02) 9879 3214. The Duty Officer may also advise to contact the 
police, depending on the circumstances. 
 

2.2.2 As a priority, after checking (as in 2.2.1 above) arrangements should 
then be made to immediately transfer the methadone or buprenorphine 
received into a securely locked safe. This is to minimise 
misappropriation or loss. 

 
2.2.3 The safe must be securely affixed to the premises of the pharmacy. 
 
2.2.4 The safe must be securely locked except when in immediate use. 
 
2.2.5 The safe must be of sufficient size to be able to store the methadone 

and/or buprenorphine received, and must be exclusively for the storage 
of drugs of addiction, cash or documents. 
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2.2.6 Access to the safe must be limited to pharmacists. 

 
2.2.7 If the safe is locked by a key, then the key 

 
 must be kept in the possession of a pharmacist, when he/she is on 

the premises. 
 
 must be removed from the premises when the pharmacy is closed, 

or, alternately, the key may be locked in a separate safe on the 
premises when the pharmacy is closed, provided only a pharmacist 
has access to such a separately locked safe. As well as being a 
breach of the Poisons and Therapeutic Goods Regulation, 
experience has clearly shown that intruders are able to find 
supposedly “hidden” keys left in pharmacy overnight.  

 
2.2.8 All methadone, including packed takeaway doses, bulk methadone or 

methadone contained in a measuring device must be securely locked   
in a safe, except when in immediate use. All buprenorphine tablets 
must similarly be securely locked in a safe, except when in immediate 
use. 

 
The above procedures and requirements are in order to minimise loss 
and/or misappropriation of methadone and/or buprenorphine. 

 
2.3 Prescriptions 

 
2.3.1 Prescriptions for methadone or buprenorphine must: 

 
 be in the prescribers own handwriting and signed by the prescriber.  

(This similarly applies to any separately issued takeaway orders for 
methadone), 

 
 be solely to prescribe methadone or buprenorphine.  (No other 

substance may be prescribed on a methadone or buprenorphine 
prescription). 

 
and include:  
 

(i) the date issued 
(ii) name and address of the client 
(iii) the drug (methadone or buprenorphine) 
(iv) the strength and/or quantity (in words and figures) 

to be supplied and/or duration of treatment 
(v) adequate directions for use (including in the case of 

methadone, directions as to the specific days for which 
takeaway doses are to be supplied) 

(vi) the name, designation, address and contact telephone number 
of the prescriber 
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• On receipt of a prescription for methadone or buprenorphine, a 

pharmacist must not supply methadone or buprenorphine for more 
than two days treatment unless the pharmacist is familiar with the 
handwriting of the prescriber, or, knows the person for whom the drug 
is prescribed, or has verified that the purported prescriber has actually 
issued the prescription. 

 
2.3.2 There are provisions under the Poisons and Therapeutics Goods 

Regulation to allow for computer generated prescriptions for methadone 
and buprenorphine, under strict criteria.  These prescriptions must 
include drug, strength, quantity, and directions in the prescribers own 
handwriting.  If clarification is required, the Duty Officer, Pharmaceutical 
Services Branch, should be contacted on (02) 9879 3214. 

 
2.3.3 Methadone or Buprenorphine must only be supplied in 

accordance with a valid prescription. 
 

2.3.4 Methadone or Buprenorphine must not be supplied on a prescription 
endorsed “Cancelled”, beyond a quantity or date specified on a 
prescription by the prescriber, or beyond a date of more than six 
months since the date the prescription was issued. 

 
2.3.5 Methadone or Buprenorphine must not be supplied on a prescription 

that appears to have been altered (other than by the prescriber), forged 
or fraudulently obtained. 

 
2.3.6 Provision exists for prescribers to authorise the supply of methadone or 

buprenorphine verbally or by telephone or facsimile, providing that the 
prescriber sends the original prescription within 24 hrs to the 
pharmacist to whom such authorisation was given.  Any such 
prescription must be endorsed as a confirmation of the verbal, 
telephoned or facsimiled order.  No provision exists for nurses, 
receptionists or other staff associated with a prescriber, a private or 
public clinic to authorise the supply of methadone or buprenorphine, 
including additional methadone takeaway doses, or changes to the 
doses of methadone or buprenorphine. 

 
2.3.7 If a supply of methadone or buprenorphine is made by a pharmacist 

based upon a verbal, telephoned or facsimiled order (as above) and an 
original prescription is not received within seven days, then this matter 
must be reported to the Duty Officer, Pharmaceutical Services Branch, 
on (02) 9879 3214. 

 
2.3.8 On the first occasion a prescription for methadone or buprenorphine is 

to be used for the supply of methadone or buprenorphine, a full record 
of the prescription must be made in an approved recording system and 
given a prescription number. The pharmacy name and address, the  
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original pharmacy prescription number and the original date of supply 
should be endorsed on the prescription in ink.   

 
2.3.9 When the prescription has reached the last occasion on which 

methadone or buprenorphine can be supplied (i.e. when the 
prescription is no longer valid), the prescription must be endorsed 
“CANCELLED” in ink across the prescription, and then separately 
retained (as for all Schedule 8 prescriptions) for a period of 2 years 
from the date of the last supply. Compliance with this legislative 
requirement minimises the risk of inadvertent dosing from a date-
expired or superseded prescription. 

 
2.3.10 To supply methadone or buprenorphine without a valid prescription is 

an extremely serious matter that may result in overdose, death, and/or 
diversion of doses.  Such supply is an offence under the provisions of 
the Drug Misuse and Trafficking Act 1985.  Pharmacists should make 
certain that a system is in place to ensure that valid prescriptions are 
obtained prior to the expiry of the current prescriptions used to dose 
clients. Such a system is essential to maintain an ongoing continuous 
supply of methadone and/or buprenorphine to clients. 

 
2.3.11 Where the authorised prescriber changes or extends a client’s current 

dosage regime or authorises a methadone take-away dose (either on  a 
standing or ad hoc basis), the pharmacist must ensure that he/she has 
full written authorisation to that effect. 

 
2.4 Records Generally 

 
2.4.1 All records required to be made under the provisions of the Poisons and 

Therapeutic Goods legislation must be retained on the premises of the 
pharmacy for a period of two years from the date of the latest 
transaction date. 

 
2.4.2 All records must be legible, written in English, and able to be easily 

reproduced. 
 

2.4.3 All records must be made available for inspection on request by a 
police officer or an authorised Pharmaceutical Services Branch 
Inspector. 

 
2.4.4 Adequate and proper records are essential to substantiate and confirm 

the supply of methadone or buprenorphine by pharmacists.  Proper 
records may be required for professional review purposes.  Inadequate 
records may prevent such review.  Inadequate records may also hinder 
investigations by Coroners, police, or inspectors.  It is in the interest of 
the pharmacist to maintain proper records. 
 

2.4.5 The above requirements apply to both prescription records and drug 
register records. 
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2.4.6 Care must be taken to protect the privacy of pharmacy records. 

Records may only be made available to those persons with the 
legislative powers under the provisions of the Poisons and Therapeutic 
Goods Act (as at 2.4.3 above) 

 
 Prescription Records 
 

2.4.7 A pharmacist who supplies methadone or buprenorphine on 
prescription must record the full details of the prescription in a 
prescription book or an approved (computer) system.  The details to be 
recorded must include: 

 
a)  a unique prescription number 
b)  the name of the prescriber 
c)  the date of the prescription 
d)  the name/address of the client 
e)  the dose of methadone or buprenorphine and the provision of any  

   methadone takeaway doses. 
f)  the date of the supply 
g)  the name of the pharmacist 

 
2.5 Drug Register 
 

2.5.1 A drug register must be kept at the premises of the pharmacy supplying 
methadone and/or buprenorphine. 

 
2.5.2 The drug register must be in the form of a book whose pages are 

consecutively numbered and bound. 
 

2.5.3 Entries into a drug register must be made daily on the same day as the 
day methadone and/or buprenorphine has been received or supplied. 

 
2.5.4 Drug Register Entries must include: 

 
(a) quantity of methadone or buprenorphine tablets received or 

supplied 
 

(b) the name and address of the supplier of methadone or 
buprenorphine tablets received into stock 

 
(c)  the name and address of the person to whom methadone or 

buprenorphine was supplied by the pharmacy 
 

(d) in the case of the supply of methadone or buprenorphine: 
 

 (i) the original prescription reference number 
 

  (ii) the name of the prescriber 
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(e) the balance of methadone or buprenorphine tablets in stock after 

each transaction 
 

(f)  the date of each entry 
 

(g) the signature of the person making each entry. 
 

The different strengths of buprenorphine tablets must be 
individually entered onto separate pages of the drug register. 

 
Furthermore, Methadone Syrup (GlaxoSmithKline) and Biodone 
Forte must be individually entered onto separate pages of the drug 
register. 

 
2.5.5 In the situation where a pharmacy may be supplying a number of 

methadone or buprenorphine clients, it is acceptable for a pharmacist to 
maintain a daily dosing subsidiary drug register of a format similar to 
that attached to these guidelines (see Appendix “A” attached), in lieu of 
the standard drug register requirements as noted above. 

 
However, if a subsidiary daily dosing drug register is to be utilised, then 
it must: - 

 
(i) be in a bound form 

 
(ii) consist of pages which are consecutively numbered 

 
Furthermore, total methadone volumes or buprenorphine tablets 
supplied on each day, must be transferred to the main drug register 
each day, so that an accurate balance of stock on hand at the end of 
each day is maintained in the main drug register. 
 
The Pharmacy Guild of Australia (NSW Branch) has produced a 
Subsidiary Drug Register that complies with the requirements for a 
subsidiary daily dosing drug register noted above. These are made 
available to pharmacists on request by contacting the Guild on (02)
9467 7100. 
 

2.5.6 The general requirements for the maintenance of records as detailed (in 
point 2.4) above apply equally to pharmacy drug registers, including 
any subsidiary dosing drug register. 

 
2.5.7 Alterations, obliterations or cancellations must not be made in any drug 

register.  This requirement precludes the use of overstickers and 
correction pens (“whiteout”) in all drug register records. Any errors may 
be corrected by making a marginal note or a footnote and by initialling 
and dating it. 
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2.5.8 It is an offence to knowingly make any entry in a drug register that is 
false or misleading. 

 
2.5.9 Immediately after a drug register is lost or destroyed, the pharmacist 

responsible for keeping the register: 
 

(a) must give written notice to the Pharmaceutical Services Branch of 
that fact and the circumstances of the loss or destruction, and 

 
(b) must make an immediate inventory and enter in a new drug 

register the particulars of methadone and/or buprenorphine (or if 
applicable, any other Schedule 8 drug) held  in stock. 

 
2.5.10  During March and September each year, an accurate inventory of 

methadone and/or buprenorphine on hand must be made. The drug 
register must be endorsed with the quantity of methadone and/or 
buprenorphine actually held, the date on which the inventory was made, 
and such entry must be signed by the pharmacist. 

 
2.5.11  A pharmacist who assumes control of a pharmacy for one month or 

more, must immediately make an inventory of methadone and/or 
buprenorphine, and endorse the drug register as above. 

 
2.5.12  It is recommended as a matter of good practice that pharmacists 

supplying a number of clients with methadone and/or buprenorphine 
should carry out stock checks of methadone and/or buprenorphine on 
hand at more regular intervals than the minimum statutory twice-yearly 
inventory.  In order to properly reflect the actual quantity of methadone 
and/or buprenorphine on hand in a drug register, an inventory of 
methadone and/or buprenorphine should be carried out at monthly, 
weekly or daily intervals, and at the completion of each bottle (in the 
case of methadone).  Drug register balances must reflect the actual 
balance on hand. 

 
2.6 Loss or Theft of Methadone or Buprenorphine 

 
2.6.1 If any quantity of methadone or buprenorphine is lost or stolen, a 

pharmacist must immediately notify the Pharmaceutical Services 
Branch Duty Officer on (02) 9879 3214. If necessary, depending on the 
circumstances, the Duty Officer may advise to contact the local police. 

 
2.6.2 If the pharmacist is unable to account for a shortfall in the balance of 

methadone or buprenorphine tablets on hand, then this matter should 
be treated as a loss and reported to the Pharmaceutical Services 
Branch, Duty Officer on (02) 9879 3214. 

 
2.6.3 Lost, stolen or broken takeaway methadone doses supplied to a client 

must not be replaced without specific authorisation from the prescriber. 
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2.7 Labelling and Supply of Takeaway Methadone Doses 

 
2.7.1 Takeaway doses of methadone must be separately supplied in a clean, 

new container fitted with an approved child resistant closure.  This is an 
important safety requirement to minimise the risk of overdosage of 
clients and of the inadvertent (potentially fatal) consumption by children. 

 
2.7.2 Takeaway doses must be labelled as for all other dispensed Schedule 8 

medication, including: 
 

(i)  “Keep out of the reach of children” in red on a white background 
(ii)  Name, strength and quantity of methadone 
(iii) Adequate directions (including the date the takeaway dose 
    is to be taken) 
(iv) Original prescription number 
(v)  Date of dispensing 
(vi) Client’s name 
(vii) Name, address and telephone number of pharmacy 

 
2.7.3 The appropriate legislated mandatory driving hazard warning label must 

also be affixed to the container, preceded by an equilateral triangle, 
coloured red. 

 
2.7.4 Unless ordered specifically on the prescription by the prescriber, 

takeaway doses should not be diluted with water, orange cordial or any 
other diluent. If the prescriber does require a diluent, care must be taken 
to include an appropriate preservative and the label on the takeaway 
container should reflect the proper strength and quantity of methadone in 
the container. 
 

2.8 Destruction of Methadone and/or Buprenorphine 
 

Excess or unusable methadone and/or buprenorphine must not be 
destroyed except under the supervision of an authorised inspector or a 
police officer. 
 

 2.9 Maximum Number Allowed to be Dosed at a Community Pharmacy 
 

The maximum number of clients to be dosed on programs with 
methadone and/or buprenorphine (combined) at a Cummunity 
Pharmacy is FIFTY (50). (An exemption has been allowed in the 
Regulation to a small number of pharmacies dosing in excess of fifty 
clients prior to the enactment of this amendment to the Poisons and 
Therapeutic Goods Regulation). The limit of fifty is to minimise the 
potential for clients to congregate in the vicinity of the dosing 
pharmacy. 
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3. Policy Requirements 
 

Pharmacists participating in the NSW Methadone and Buprenorphine Programs 
are required to supply methadone and buprenorphine only in accordance with the 
following procedures.  It is a condition of participation that there is compliance 
with the following policy requirements: 

 
3.1 Administration 

 
i. Methadone and buprenorphine should be administered to clients  

by  a pharmacist in compliance with the prescription on a daily 
basis (methadone) or on a daily or second daily basis 
(buprenorphine) and consumed under strict and direct supervision 
(other than when methadone takeaway doses are supplied). 

 
ii. For safety and hygiene reasons, good practice dictates that 

accurately measured doses of methadone should be prepared  for 
administration to the clients at the time of the clients’ attendance at 
the pharmacy. It is unacceptable for doses of methadone to be pre-
prepared and stored in open cups. Supervised methadone doses 
may be diluted with water in a new disposable cup. The disposable 
cup used to dose each client should be discarded and not re-used.  

   
iii. The dose of buprenorphine given to a client on any given day 

should not exceed 32mg. The applicable number of buprenorphine 
tablets may be broken into pieces. The broken pieces or whole 
tablets may then be given to the client to be placed under the 
tongue for sublingual absorption. (If taken orally, the bioavailability 
is half that compared to sublingual administration). Absorption may 
take up to eight minutes depending on the quantity of tablets and 
the individual client. Buprenorphine tablets should not be chewed 
or swallowed by the client. Clients should be instructed not to 
swallow saliva until tablets have fully dissolved.  Buprenorphine 
tablets should not be crushed to a powder as this may increase the 
chance of diversion and has an adverse effect on absorption 
because of increased saliva production. 

 
iv. Doses of methadone or buprenorphine given to the client should be 

observed to be sublingually absorbed (buprenorphine) or 
swallowed (methadone) and then either given some water to 
swallow, or the client asked to speak, in order to ensure that the 
prescribed dose has been consumed. 

 
v. Dosing of clients should occur preferably in a quiet and private area 

of the pharmacy but not within the dispensary. Methadone and 
buprenorphine clients must not be dosed in the pharmacy 
dispensary, or any other area where the client has access to 
Schedule 3, 4 or 8 medication. 
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vi. Particular attention should be paid to ensure the client is correctly 
identified.  The current prescription, with client photograph attached 
(for identification purposes) must be at hand and directly referred to 
during dosing at the pharmacy for all clients being dosed.  (This is 
especially important for locum pharmacists).  

 
vii. If a client fails to appear on any day or, on presenting, appears to 

be under the influence of alcohol or another drug, a pharmacist 
should contact the client’s authorised prescriber for further 
instructions. 

 
viii. The client must not be dosed after missing three scheduled doses 

or when in an intoxicated state before checking with the prescriber, 
unless the prescriber has determined in advance, in writing, a 
policy/procedure to be followed in such cases. 

 
ix. If a client misses a dose, it will mean the loss of that dose. The 

missed dose must not be supplied retrospectively. 
 

x. Doses must not be replaced for any reason (e.g. vomiting) without 
specific authorisation from the prescriber. 

 
xi. A pharmacist must not, under any circumstances, on his/her 

own initiative, increase the dose of methadone or 
buprenorphine prescribed by the doctor for that client. 
Similarly, a pharmacist must not, under any circumstances 
initiate the provision of takeaway doses of methadone or 
buprenorphine or change or increase methadone takeaway 
dose schedules. 

 
xii. The authorised prescriber is the only person who may decide 

whether the dose of methadone or buprenorphine should be 
increased under any circumstances, decreased long term or 
whether the client is to be withdrawn from the Program.  Where the 
pharmacist considers it necessary to reduce the dose on a 
particular occasion and the prescriber cannot be contacted, the 
dose may be reduced and the prescriber notified within 24 hours. 

 
xiii. The accuracy of all methadone measuring equipment must be 

checked regularly. All measures should be cleaned regularly. 
 

xiv. Clients should have access to methadone dosing seven days a 
week. Clients should have access to adequate buprenorphine 
dosing times each week. 
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xv. Before empty bottles of methadone syrup are discarded they 

should be rinsed out and the labels removed or defaced (for 
security purposes and to avoid them being used illegally). 

 
xvi. It is expected that from time to time pharmacists will remind clients 

that methadone and buprenorphine are for oral consumption only 
and of the hazards associated with the misuse of methadone and 
buprenorphine. 

 
xvii. In the event of an overdose, the client should be advised of that 

fact and advised to attend the nearest hospital Emergency 
Department. 

 
3.2 Takeaway Methadone Dose Containers 

 
3.2.1 Prepared takeaway doses should be separately packed in clean new 

containers on each occasion.  It is not acceptable to recycle used 
containers because of the risks associated with microbial 
contamination. 

 
3.2.2 Because methadone syrup could be attractive to children and lethal if 

consumed, it is a requirement that take-away doses be supplied 
in containers fitted with child-resistant closures. 

 
3.3 Takeaway Methadone Dose Drug Register Entries 

 
Prepared takeaway doses should be separately indicated in drug register 
entries.  An example of this is shown in the sample Appendix “A” attached.  
This is to maintain a record of actual takeaway doses supplied, as there are 
strict requirements in force to limit the number of takeaway doses to be 
ordered by prescribers. 

 
3.4 Takeaway Methadone Dose Orders 

 
3.4.1 Methadone takeaway doses may only be supplied to a client if such 

takeaway doses have been authorised in writing by the prescriber.  
Any separately issued takeaway orders should be considered to be 
part of the original prescription and issued in the handwriting of the 
prescriber, signed and dated by the prescriber.  Under no 
circumstances should takeaway doses be provided at client request 
or at the request of nurses, receptionists or other staff associated 
with a prescriber or private or public clinic. 

 
3.4.2 Telephoned or faxed authorisation of a takeaway dose must be 

followed up by the receipt of the original hard copy authorisation (as 
for prescriptions - see 2.3.7 and 2.3.8). 
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3.4.3 Authorised takeaway doses must only be supplied on a day 

immediately prior to the first day of a scheduled absence of the client 
from the pharmacy.   

 
3.4.4 Care must be taken by pharmacists to ensure that methadone 

takeaway doses supplied to clients are strictly in accordance with the 
written order of the prescriber and that takeaway doses supplied are 
clearly noted in drug register records. There should be no doubt on 
observing drug register records as to which doses were observed 
doses and which doses were takeaway doses. 

 
3.4.5 Once a client has been provided with a methadone takeaway dose 

for a specific day (as authorised on prescription), if the client 
presents at the pharmacy on the day that the takeaway dose was 
intended, an observed dose must not be given. 

 
3.4.6 Under no circumstances should methadone takeaway doses be 

accepted back into pharmacy stock. 
 

3.4.7 Current NSW Health Department policy generally does not allow for 
the provision of takeaway doses of buprenorphine tablets. 

 
3.5 Photographs 

 
A passport size recent photograph of the client should be attached to the 
appropriate current prescription of each client to be dosed with methadone 
or buprenorphine.   This is to ensure that the methadone or buprenorphine 
dose and/or methadone takeaway dose is administered/supplied to the 
appropriate person.  This is especially important when larger numbers of 
clients are involved or when locum pharmacists are employed. 
 
The current prescription, together with the photograph attached should be 
referred to on each and every occasion methadone or buprenorphine is 
supplied and/or administered. 
 

3.6 Prescription by Mail 
 

Pharmacists should be aware that authorised prescribers should not 
provide prescriptions for methadone or buprenorphine to their clients but 
rather should personally deliver or send such prescriptions by mail or 
courier directly to the dosing pharmacy. 

 
3.7 Documentation 

 
3.7.1 All documentation, including a recent photograph of the client 

attached to a letter identifying the client's date of birth, confirming the 
methadone or buprenorphine dosage, and the first day the client is 
to be dosed, together with a valid prescription, must be received by 
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the pharmacist (not conveyed by the client) prior to the supply or 
administration of the first dose of methadone or buprenorphine. 

 
3.7.2 Conversely, the pharmacy should be advised if the client withdraws 

or is withdrawn from the program.  Prescriptions should not be in the 
possession of clients at any time. 

 
  If further detailed information is required relating to policy and 

clinical matters, it is strongly recommended that relevant 
copies of New South Health Department’s publications, listed 
below, be obtained as a reference: 

 
• NSW Methadone Maintenance Treatment Clinical Practice 

Guidelines 
 

• NSW Policy for the Use of Buprenorphine in the Treatment of 
Opioid Dependence 

 
The above publications are available at the NSW Health 
Web/Net site: www.health.nsw.gov.au 
 
 
 
 
 
 
 

 
The NSW Health Department appreciates and  
welcomes the participation of Community Pharmacists in the 
NSW Pharmacotherapy Drug Treatment Programs. 

 
If further information or clarification of these guidelines is 
required, please contact the Pharmaceutical Services Branch, 
Duty Pharmaceutical Adviser on (02) 9879 3214. 
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 APPENDIX “A” 
 
 
 ALTERNATIVE METHOD OF RECORDING OF DAILY DOSES 
 OF METHADONE SYRUP FOR PHARMACIES 
 
 
 
The usual method is to record each dose daily as given, one client per line, in a form  as 
set out by the requirements of the provisions of Clause 114 of the Poisons and 
Therapeutic Goods Regulation, 1994 (drug register).  (As detailed at 2.5. above). 
 
Where this method is inconvenient or does not provide the desired overview of each 
client, a daily dosing subsidiary drug register book having the format outlined below may 
be used.  Other formats may also be adopted provided the following criteria are met  - 
 
• such a subsidiary drug register book may be used only as an adjunct to a correctly 

maintained register and must, like the register, be kept for two years from the date of 
the last entry therein, 

 
• the book must be in bound form with the pages numbered consecutively, 
 
• the cover of the book must describe its contents and indicate the period covered, 
 
• each page must have a clear heading and be ruled up in a consistent fashion with a 

heading for each column/line, as applicable, 
 
• entries must be made in the book daily, summarised in a clear and unambiguous 

way, and the daily total quantities of methadone dispensed transferred to the register 
daily, 

 
• together, the book and the register must provide a clear history of methadone usage 

(by client and quantity) and must be able to readily reveal the current  theoretical 
balance of methadone syrup on hand, 

 
• the records to be entered in the subsidiary drug register book must include client’s 

name, prescription number, quantity of methadone dispensed to each client, the 
date each dose is supplied, the dispensing pharmacist’s signature, the name of the 
prescriber provision for a daily total quantity of methadone supplied, and an 
indication of the days for which takeaway doses have been supplied. 

 
• the current prescription or other written authorisation by the prescriber along with a 

photograph of the client must be readily accessible to the person administering the 
dose. 

 
Previous prescription/orders should be filed consecutively for each client. 
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 NEW SOUTH WALES 
 POISONS ACT, 1966, AS AMENDED 
 DRUG ............................. Methadone Syrup 
 
 

Date 
 
Name and address of person 
or Company to whom 
dispensed, sold, supplied, or 
from whom obtained 

 
 IN 

 
 OUT 

 
 Balance 

 
Dispenser’s 
original 
dispensing 
no. 

 
Name of  
Authority 

 
Signature of 
dispenser or 
administrator 

 
 

 
Carried forward from page 10 

 
 

 
 

 
900mL 

 
 

 
 

 
 

 
11/3/96 

 
Page 3 day book, Monday 
11/3/96 

 
 

 
208 

 
692 

 
 

 
 

 
A Chemist 

 
12/3/96 

 
Page 3 day book, Tuesday 
12/3/96 

 
 

 
206 

 
486 

 
 

 
 

 
A Chemist 

 
13/3/96 

 
SIGMA 

 
1000mL 

 
 

 
1486 

 
Invoice No. 
75684 

 
 

 
D Smith 

 
13/3/96 

 
Page 3 day book, Wednesday 
13/3/96 

 
 

 
224 

 
1262 

 
 

 
 

 
A Chemist 

 
14/3/96 

 
Page 3 day book, Thursday 
14/3/96 

 
 

 
151 

 
1111 

 
 

 
 

 
A Chemist 

 
15/3/96 

 
Page 3 day book, Friday 
15/3/96 

 
 

 
166 

 
945 

 
 

 
 

 
D Smith 

 
16/3/96 

 
Page 3 day book, Saturday 
16/3/96 

 
 

 
163 

 
782 

 
 

 
 

 
K Apps 

 
17/3/96 

 
Page 3 day book, Sunday 
17/3/96 

 
 

 
92 

 
690 

 
 

 
 

 
D Smith 
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EXAMPLE OF METHADONE SUBSIDIARY REGISTER 
 

PHARMACIST’S SIGNATURE  METHADONE 
DISPENSED  
WEEK ENDING   A Chemist D Smith A Chemist A Chemist J Harris K Apps D Smith  

DAILY TOTALS DISPENSED (in mL) 208mL       206mL 225mL 151mL 166mL 163mL 92mL  
NAME & SCRIPT 
NUMBER 

 
DOSE 

Monday 
11/3/99 

Tuesday 
12/3/99 

Wednesday 
13/3/99 

Thursday 
14/3/99 

Friday 
15/3/99 

Saturday 
16/3/99 

Sunday 
17/3/99 

NAME OF  
PRESCRIBER 

Joseph Bloggs (143268) 20 20 20 20 20 20ka 40 
(2x20) 

t/a  

A. Smith (143279) 10 10 10 15 15 45ka 
(3x15) 

t/a   t/a

T. Mixen (143280) 25 25 25 75 
(3x25) 

t/a     t/a 25 25

H. Rood (143391) 5 5 5 5 5 15ka 
(3x5) 

t/a   t/a

M. Jones (143472) 
 

6         6 6 6 6 6 6 6

A. Black (143570) 
 

12         12 12 12 12 12jh 12 12

K. Thomas (143620) 9 9 9 27 
(3X9) 

t/a     t/a 9 9

B. Rae (143770) 10 10 10 10 10 30jh 
(3x10) 

t/a   t/a

D. Smithers (143777) 
 

30         30 30 -- -- -- -- --

N. Henson  (143888) 
  

14         14 14 14 12 12ka 12 12

R. Wurse (143889) 15 15 15 15 45 
(3X15) 

t/a    t/a 15

C. Kallor (143990) 7 7 7 7 7 7jh 14 
(2x7) 

t/a  

M. Wilson (145001) 
 

3         3 3 3 3 3ka 3 3

E. Welsher (145048) 16 32 
(2x16) 

t/a       16 16 16jh 32
(2x16) 

t/a

F. Nerts (146660) 10 10 40 
(4x10) 

t/a      t/a t/a 10 10
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Form 8            11 
New South Wales 

Poisons & Therapeutic Goods Act 1966, as amended 
Drug…….. Buprenorphine 0.4mg 

 
Date Name and address of person or Company 

to whom dispensed, sold, supplied, or from 
whom obtained 

IN OUT Balance Dispenser’s 
Original 

dispensing 
No. 

Name of 
authority 

Signature of 
Dispenser or 
administrator 

  

Carried forward page 3    
27 

   

1/3/04 SDR, page 1 
 

 3 24   B Jenkins 

2/3/04 SDR, page 1  3 21   I Moose 

3/3/04 SDR, page 1  3 18   I Moose 
4/3/04 Sigma 21  39 Invoice # 236790 B Jenkins 

4/3/04 SDR, page 1  3 36   B Jenkins 

5/3/04 SDR, page 1  3 33   I Moose 

6/3/04 SDR, page 1  3 30   B Jenkins 

7/3/04 SDR, page 1  3 27   I Moose 
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Form 8            15 

New South Wales 
Poisons & Therapeutic Goods Act 1966, as amended 

Drug…….. Buprenorphine 2mg 
 

Date Name and address of person or Company 
to whom dispensed, sold, supplied, or from 
whom obtained 

IN OUT Balance Dispenser’s 
Original 

dispensing 
No. 

Name of 
authority 

Signature of 
Dispenser or 
administrator 

  

Carried forward page 3    
40 

   

1/3/04 SDR, page 1 
 

 2 38   B Jenkins 

3/3/04 SDR, page 1  2 36   I Moose 
5/3/04 SDR, page 1  3 33   I Moose 

6/3/04 SDR, page 1  2 31   B Jenkins 
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Form 8            20 
New South Wales 

Poisons & Therapeutic Goods Act 1966, as amended 
Drug…….. Buprenorphine 8mg 

 
 Date Name and address of person or Company 

to whom dispensed, sold, supplied, or from 
whom obtained 

IN OUT Balance Dispenser’s 
Original 

dispensing 
No. 

Name of 
authority 

Signature of 
Dispenser or 
administrator 

  

Carried forward page 4    
20 

   

1/3/04 SDR, page 1 
 

 2 18   B Jenkins 

2/3/03 SDR, page 1  1 17   I Moose 

3/3/04 SDR, page 1  2 15   I Moose 
4/3/04 SDR, page 1  2 13   B jenkins 

6/3/04 SDR, page 1  3 10   B Jenkins 

        

        
        
        

        

        

        

        

        

        

 



Example of Buprenorphine Subsidiary Drug Register Page 1 
(SDR) 

 
Week ending ……7/3/2004  
 

Monday 
       1/3 

Tuesday 
      2/3 

Wednesday 
        3/3 

Thursday 
        4/3 

Friday 
5/3 

Saturday 
6/3 

Sunday 
7/3 

Clients name Dose mg/day 

0.4mg 2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

0.4 
mg 

2 
mg 

8 
mg 

Prescriber/ 
Script number 

Expiry 
Date 

John Smith 6 mg                        2 1 2bj 1bj
 

3 2 1 12345/Dr Jones 12/4/04

Mary Jones 1.2mg 3                       3 3
bj 

3 3 3 3 12346/Dr Spoon 31/5/04

Anita Fix 8mg                        1 1 1
im 

2 2 12347/Dr Pine 3/5/04

                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
                         
Daily tablet total  3                      2 2 3 1 3 2 2 3 2 3 3 3 2 3 3  
Pharmacist’s 
signature 

                     Bj IM im BJ I
M 

BJ I
M 
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NSW Health Guidelines For The Provision Of The Introduction Of 
Buprenorphine plus naloxone (Suboxone™) 
 

1. Introduction 
 
The development of the combination product of buprenorphine plus naloxone 
(Suboxone™) in 4:1 ratio was prompted by concerns over the abuse potential of 
buprenorphine. The addition of naloxone, which is poorly absorbed via the 
sublingual or oral route, is designed to make the product less likely to be diverted 
and injected. 
 
Buprenorphine plus naloxone will be available for patients on buprenorphine, 
assessed as being suitable for take-away doses or ultimately, treatment without 
direct supervision of administration. This is expected to represent between 10-
20% of people currently in treatment. Eligible patients will be switched from 
buprenorphine (Subutex™) to the combination product, and provided with 
progressively more doses to take without direct supervision, with some (a 
minority) reaching the stage of picking up medication monthly. The focus of these 
guidelines is on clinical assessment, and the process by which patients can be 
appropriately selected to receive take-away or unsupervised doses of medication.  

The principles that underpin the decision to provide unsupervised doses are:  

• the prescribers informed clinical judgement that the medication will be 
taken as directed by the person who receives the prescription; 

• the clinical assessment that  the provision of such doses enhances the well 
being of the individual; 

• the clinical opinion that reduced levels of supervision will not result in the 
loss of attained stability;  

• the judgment that the provision will not increase the risk to those in the 
community or result in reduced integrity of treatment services. 

 
2. Guidelines 
 
2.1 Authorisation to prescribe buprenorphine plus naloxone 
 
During the introduction of buprenorphine plus naloxone treatment, a separate 
approval will be required for existing Opioid Treatment Program (OTP) prescribers 
to become authorized to prescribe buprenorphine/naloxone.  

 
In order to gain such authorization in NSW, doctors will need to: 

 
• be experienced prescribers of methadone and/or buprenorphine. In 

practice, this means being a “Fellow” of the Chapter of Addiction 
Medicine or managing OTP patients for at least 12 months or working in 
recognized training posts under the supervision of experienced 
prescribers;  
 

 Note: For existing accredited prescribers and non accredited prescribers 
who prescribe to under 5 patients, authority to prescribe buprenorphine 
plus naloxone to a stable patient to whom they already prescribe 
buprenorphine, may be granted (without completing the training 
module) on a patient by patient basis, by obtaining a supportive review 
from a specialist nominated by their Area Health Service; 

 
• satisfactorily complete a training module on the use of 

buprenorphine/naloxone. The course will be a four hour interactive case 
based training module, to be run by the Chapter of Addiction Medicine; 
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The number of patients an individual prescriber may provide buprenorphine plus 
naloxone, to will nominally be limited to 25 for the first 18 months (included 
within the prescriber’s existing limit). Authorisation to prescribe buprenorphine 
plus naloxone is contingent on the prescriber agreeing to take part in a review of 
NSW Health policy regarding buprenorphine plus naloxone that will be conducted 
during of the first 18 months of operation. The review may include an assessment 
of prescriber compliance with NSW Health policy and guidelines. 
 
2.2 When not to use buprenorphine plus naloxone 
 
2.2.1  Pregnancy and lactation.   
The combined product should not be used in pregnancy/breast feeding, as the 
safety of buprenorphine plus naloxone in pregnancy has not been established. As 
set out in National Guidelines, women who become pregnant while on 
combination product should be switched to either methadone or to 
buprenorphine. If a stable patient receiving unsupervised combination 
buprenorphine plus naloxone becomes pregnant, it may be appropriate to 
continue them on unsupervised dosing using buprenorphine, but increasing the 
frequency of clinical reviews in view of the change in her health status.  
 
Note: The safety of buprenorphine in pregnancy is less well documented than the 
safety of methadone. 
 
2.2.2 Mental illness.    
Patients with serious mental illness – particularly, chronic schizophrenia, and 
those with unstable moods and a history of impulsive self-harm, probably require 
the structure and close monitoring afforded by supervised dosing.   
 
If patients have a history of mental illness, but appear stable, it may be 
appropriate to seek a second opinion from another addiction specialist 
(psychiatrist) if considering the patient for unsupervised dosing.   
 
2.2.3 Naloxone allergy/sensitivity.   
Buprenorphine plus naloxone should not be used in people with a known allergy 
to naloxone 
 
2.2.4 Correctional Setting 
It is NSW Health policy that buprenorphine plus naloxone therapy not be initiated 
for patients in correctional settings. Patients entering on buprenorphine plus 
naloxone will be transferred to buprenorphine or methadone. 
 
  
3. Methadone to Buprenorphine plus naloxone 
 
People who have been on long-term stable methadone treatment may seek to 
transfer to buprenorphine in order to eventually receive unsupervised dosing with 
buprenorphine plus naloxone. Such patients should be strongly advised that there 
is a small but definite risk of their being destabilized by transferring from a drug 
on which they are being successfully treated. They should be cautioned against 
poorly informed decisions regarding this. Previously stable clients on methadone 
may be eligible to receive takeaway doses of buprenorphine plus naloxone with 
further progression to unsupervised dosing but only after demonstrating at least 
a month of maintained stability on buprenorphine. 
 
Normally, transfer from methadone to buprenorphine is recommended when the 
methadone dose is less than 40mg per day. Some patients will become unstable 
as the dose is reduced in an attempt to achieve this level (40mg), and if concern 
exists about this occurring, high dose transfer may be considered in rare 
instances. 
 



NSW Health Department Guidelines for the Use of Buprenorphine + Naloxone. Effective as at 1 April 2006 

 64

3.1 High Dose methadone to buprenorphine transfer 
High dose transfer is possible but no widely agreed protocol is currently available. 
High dose methadone transfers to buprenorphine should only ever be undertaken 
within a clinic setting. 
 
A stepped approach to the provision of unsupervised doses of 
buprenorphine plus naloxone 
 
3.1. Three months stability for new patients 
New patients will normally have been on supervised buprenorphine (or 

buprenorphine plus naloxone in rare instances. See below) for at least 3 months 

before being considered eligible for unsupervised medication.  

It is acknowledged that it may take more than 3 months for many patients to 
attain such levels of stability and prescribers need to recognise that precipitous 
provision of unsupervised medication may lead to a deterioration in over all 
functioning and loss of engagement with the patient. A thorough clinical 
assessment and consultation with other health care providers (eg pharmacists) 
involved in patient care should be undertaken to determine a patients suitability 
for unsupervised doses of buprenorphine plus naloxone. In all cases where 
unsupervised dosing is being considered, the stability of the patient’s clinical 
condition is the critical factor to be considered. Instability, see OTP Takeaway 
Guidelines, is a contraindication to unsupervised dosing. In all clinical settings it is 
recommended that patients stabilise on their medication schedule before 
transferring from one dispensing point to another. 
 
NOTE: In rural and other areas where the absence of clinics and other 
treatment facilities result in unduly harsh travel times or financial 
disincentives that variations are allowed as long as they are well 
documented and clinically justified. It is suggested that unsupervised doses, 
once commenced should be increased incrementally depending on continued 
evidenced stability provided by the patient and corroborated by other staff and 
clinical examination. 
 
3.2  Step 1:Two (2)“Takeaways” 
After 3 months stability the patient is switched to buprenorphine plus naloxone(if 
not already commenced) and dosing is supervised for one week. Two (2) 
takeaways per week may then be prescribed for at least 4 weeks. 
 
3.3  Step 2: Four (4) takeaways per week  
Completion of step 1, four takeaways, no more than two consecutive (as per NSW 
Health takeaway guidelines) may be allowed, for at least 4 weeks. 
 
If the patient remains stable (see revised takeaway criteria for complete list of 
stability criteria)  
progress to step 3 may be considered. 
 
Some patients may not be considered stable enough for progressing 
beyond 2-4 takeaways per week. As buprenorphine plus naloxone is 
expected to have a reduced diversion potential, preference should be 
given to the use of the combined product for all takeaways. It is 
recognised that a prescriber may chose to prescribe buprenorphine 
takeaways where clinically justified in accordance with NSW Health 
takeaway guidelines. 
 
Patients should not be prescribed buprenorphine AND buprenorphine plus 
naloxone at the same time.  
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3.4 Step 3: Weekly scripts 
Completion of step 2, If patients remain stable, they can then be provided with a 
script for up to one weeks supply of buprenorphine plus naloxone (to be taken 
with no supervised doses) for the next 3 months (with weekly prescriber reviews 
and provision of a repeat prescription). Prescribers may request that the 
patient receives a supervised dose periodically, for example when 
attending prescriber reviews.  
 
3.5 Step 4: Fortnightly scripts 
Completion of step 3, thereafter, if the prescriber clinically judges that it is 
unlikely to jeopardise the patients attained level of stability, the interval may be 
increased to fortnightly dispensed medication for 3 months,  
 
3.6 Step 5: Monthly Scripts 
Completion of step 4, after that (subject to continuing stability) the patient may 
be moved to monthly prescription. It is envisaged that only a very small 
fraction of patients would be deemed suitable to receive month long 
unsupervised dosing. 
 

4. Monitoring patients on buprenorphine plus naloxone 
 
It is recommended that when prescriber reviews a patient in receipt of 
unsupervised doses of buprenorphine plus naloxone, the following issues should 
be dealt with in discussion, and on examination: 

 
 Acceptability of the dosing schedule, dose adequacy, side effects and other 

drug use 
 Sleep, mood and social functioning 
 Satisfaction with treatment 
 Mental state examination 
 Inspection for injecting sites of at least upper limbs, for evidence of injection 

(groin and lower limb/neck sites should be inspected where suspicions or a 
history of injecting in these sites exist) 

 Observation for evidence of intoxication with other drugs 
 Urine drug screen  

 
4.1 Urine Drug Screens. It is strongly recommended, where practical, that 
patients are requested to provide a random urine drug screen at least once every 
2 weeks (during steps 1-4) and monthly in step 5. Although it may be the case 
that results are not returned to the prescriber for 2-4 weeks they can be used to 
retrospectively validate clinical decisions.  In practice, patients should be asked to 
provide urine within 24 hrs of request.   
 
 
5. When to stop the provision of unsupervised doses.   
 
This is one of the most difficult issues for a prescriber to deal with, as once a 
patient is receiving unsupervised doses, they become distressed at any 
suggestion that their access to continued unsupervised dosing is to be curtailed.  
Since prescribers often form good relations with their patients, and are unwilling 
to cause distress and conflict, there is a powerful pressure on doctors to overlook 
intimations of instability and continue prescribing unsupervised doses. This is not 
good practice.  It is common for drug-dependent patients to do well for a time, 
and then, often for obscure reasons or changes in life circumstances, relapse to 
periods of destructive drug use. For people on the OTP, this does not necessarily 
mean return to heroin use, but may involve developing an alcohol problem, or 
bingeing on stimulants or benzodiazepines. While it is never possible to control 
the behaviour of others, it is possible to intervene to reduce the risk of such 
destructive drug use by people on the OTP. Supervised dosing is an important 
measure to reduce risk. Patients manifesting instability are not suitable for 
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regular takeaways, and if a person on unsupervised dosing develops, for 
example, an alcohol problem – or other indicator of instability – they need to be 
returned to supervised dosing. 
 
Such return to supervised dosing may be a temporary period of observation 
providing the patient with the opportunity to demonstrate that they have 
regained control – or, if a person relapses severely or repeatedly, it may be 
concluded that they are not able to deal with unsupervised treatment and need 
long-term supervised dosing.   
 
Issues which dictate that a person should return to supervised dosing include:  
 

 Self report of relapse to heroin use, or to other dependent drug use; 
 Credible evidence of diversion; 
 Recent injection marks; 
 Deterioration in psychological, physical / social well-being. 

 
Re-introduction of unsupervised does should only occur after a period of at least 4 
weeks of evidenced stability, and should be proceed as before on a stepped basis. 
 
6. Dose of unsupervised medication 
 
It is likely that many patients, when they receive their unsupervised doses, will 
change their dosing schedule.  Patients on second daily supervised dosing will 
often return to daily dosing when in receipt of takeaways.  Some patients will 
prefer to take their dose twice or thrice daily rather than as a single morning 
dose.  This is acceptable.  However, patients should be advised to take the same 
total dose daily rather than varying their dose. 
 
Most patients will be stabilised on doses of between 10-16mg /day. Prescribers 
should maintain an index of suspicion that requests for higher doses may reflect 
poor absorption of the drug or the possibility of diversion, particularly if the dose 
is higher than the dose of buprenorphine on which patients had previously been 
stabilized. It is judicious to administer a test dose under supervision (checking for 
technique), then review the patient after 24 hours, if patients complain that doses 
of 16mg/day are inadequate.  
 
6.1 Prescription.   
This must name the dispensing point, frequency and date(s) of pick up as well a 
total dose and daily dose in mg. As buprenorphine plus naloxone tablets only 
come in 2mg or 8mg tablets ALL prescriptions should be for an even number of 
mg to ensure ease of dispensing. The prescription must specify the combination 
of tablets that will be required. E.g. Buprenorphine plus naloxone 12mg 
sublingually daily to be dispensed as 1 x 8mg and 2 x 2 mg tablets daily 
 
 
6.2.  Involving the patient.  
The introduction of buprenorphine plus naloxone should be used as an 
opportunity to increase the transparency of clinical decision making processes 
within OPT. Information sheets will be produced for clients on buprenorphine plus 
naloxone explaining how decisions will be made concerning the provision of 
unsupervised doses. They should be informed that they can support their 
prescriber in obtaining adequate evidence to support their provision. Attention 
should be focussed on getting clients to be active partners in their treatment 
program. (eg in providing random urines). 
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Information for staff dispensing or administering Suboxone® Sublingual Film 
 
What is Suboxone® Sublingual Film? 
Suboxone® Sublingual Film is a new formulation of Suboxone with the same active ingredients and doses as 
the sublingual tablets (buprenorphine and naloxone in 2/0.5mg and 8/2mg preparations)1. They are 
packaged in individual sachets in boxes of 28. The Films are orange in colour with the strength printed in 
white (N2 or N8), and have a lime flavour, often preferred to the lemon-lime flavour of tablets. 

 

 

 

 

 

    Actual size of each Film: 2.2cm x 1.3cm 

     
  
Suboxone Film will make supervised dosing easier by reducing the time required for effective supervision. 
Whereas Suboxone tablets require 3 to 10 minutes to dissolve, the Film adheres within seconds to the oral 
mucosa and is difficult to remove after 30 to 60 seconds. 
Bioavailability studies suggest that the Film and tablets produce similar plasma levels. Maximum blood 
concentration may be slightly higher for the Film but total plasma levels over 24 hours are comparable. In 
Australian studies, there were no significant differences in the dose effects or side effects of the Film and 
tablets. Although dose adjustment should not usually be needed when transferring from tablet to Film, 
some patients require re-assurance, and the prescriber may consider a dose adjustment after review. 
 
Supervised dosing procedure 

1. Prior to dosing: Advise the patient not to eat immediately before dosing, as it may interfere with 

absorption. Offer a sip of water to moisten the mouth. Ensure the patient’s hands are clean and dry as 

the Film may stick to wet hands and make it difficult to place them correctly in the mouth.  

2. Collect the Films needed to make up the dose and check against the prescription. Films should not be 

cut-up to manipulate dose (e.g. half a 2/0.5mg Film to achieve a 1/0.25mg dose). Clarify with the 

prescriber in such an event.  

3. Open all packages (bend along dotted line and tear at perforation) and offer the open packages to the 

patient, who removes the Films from the packages one at a time to place in their mouth, OR - remove all 

Films from packages and place into an appropriate container (e.g. 20ml transparent plastic medication 

                                                
1
 Suboxone Film also contains acesulfame potassium, citric acid anhydrous, maltitol solution, hypromellose, 

polyethylene oxide, sodium citrate anhydrous, lime flavour, Sunset Yellow FCF and a white printing ink.  
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cup) and offer to the patient to place in their mouth one at a time. The nurse or pharmacist must avoid 

handling the Film with their bare fingers and use tweezers if necessary to remove the Film from the 

packaging. If it is necessary for the nurse or pharmacist to touch the Film with their fingers, then a 

disposable glove should be used. 

4. Observe correct placement of Films. Patients should hold the 

Film by its edges, and place sublingually one at a time. If multiple 

Films are needed, the first two are placed under the tongue 

either side of the frenulum. Films should not overlap, and if 

more area is required (e.g. the dose requires more than two 

Films) placement can be buccal (against the oral mucosa on the 

inside of the cheek). Although buccal dosing is not 

recommended by the manufacturer, evidence suggests 

comparable bioavailability between sublingual and buccal 

administration. 

5.  Advise the patient not to attempt to move the Films once they have been placed in the mouth, nor to 

chew or swallow the Films until they have fully dissolved (generally 2 to 5 minutes). If Films accidentally 

stick on top of the tongue or to the teeth, reassure the patient that buprenorphine will still be absorbed 

and to keep the mouth closed with mucous membranes in contact with the Films as they dissolve. 

6. Supervision time: Films adhere to mucous membranes within seconds and are difficult to remove within 

30-60 seconds, so under normal circumstances, post-dose supervision does not need to exceed one 

minute. Discourage the patient from overlapping Films when placing in the mouth, as this impairs 

adherence to the mucosa, and prolongs the time required for supervision. The nurse or pharmacist must 

ensure that appropriate procedures are in place, including monitoring the time elapsed after 

administration, to minimise the risk of diversion.   
 

Recording, storing and disposal of Film and packaging 

 Suboxone Film is a Schedule 8 preparation and must be stored in the drug safe except when in 

immediate use. 

 Records of the dispensing and administration of this medication must in accordance with the 

requirements of the Poisons and Therapeutic Goods Regulation 2008, with drug register entries which 

include the details of the receipt, supply (administering/dispensing), and balance on hand, and with 

each strength in separate sections.  

 If the Film is accidently dropped, or becomes wet before being given to the patient it is to be destroyed 
and a new dose dispensed. Follow the requirements under Poisons and Therapeutic Goods Regulation 
2008 in relation to the procedures for the loss, and destruction, of Schedule 8 drugs.   

 No active drugs will remain on the inside of the packaging under normal circumstances, and empty 

sachets should be discarded discretely in the normal rubbish. 
 

Advice for patients with ‘take-away’ (unsupervised) Film 

 Store Films in a secure, cool place below 25°C. For example, do not leave in a car’s glove box on a hot 

day. 

 Do not remove the Film from the packaging until you are ready to use them. The appearance of the Film 

may be attractive to children. 

If the prescriber specifies a form of Suboxone that is not immediately available (e.g. Film but you only stock 

tablets), contact the prescriber regarding appropriate action. If it is not possible to contact them, 

administer the available form until contact can be made.  
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