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Chair’s Message 
 
The Victorian Pharmacy Authority (VPA) has just published the Fourth Annual Report and this is accessible 
on the VPA website. I commend the Report as a must read for all community pharmacy owners and 
Directors of pharmacy departments, and for discussion with your staff. 

In this Circular, one aspect of the Annual Report I particularly want to comment on is Panel Hearings. 

Under the Pharmacy Regulation Act 2010, Panel Hearings occur when an inspection report of a pharmacy 
or pharmacy department indicates serious deficiencies or concerns with regard to the Act and/or VPA 
Guidelines. 

One serious concern is with the recording, storage and security of Controlled Drugs (Schedule 8) and some 
Schedule 4 medicines particularly items returned to the pharmacy. 

There are strict regulatory requirements concerning these as specified in the Drugs, Poisons and 
Controlled Substances Regulations 2006. Alleged offences may be heard in a Magistrate Court and 
convictions carry severe monetary penalties and then possible referral to the Pharmacy Board of Australia. 
The VPA routinely refers these matters to the Drugs and Poisons Regulation Unit of the Department of 
Health after a Panel Hearing. 

It is incumbent on all VPA license holders to ensure that their premises are suitable and adequately 
equipped for the provision of a safe pharmacy service to Victorian consumers at all times. These 
requirements are clearly set out in the Schedule to the Act. 

There is no justifiable excuse for the safety of the public or the security of staff to be put at risk through non- 
compliance or a disregard of the legislation by some pharmacists. 

The VPA is also concerned that privacy issues still do not seem to be understood or adhered to in some 
pharmacies. 

Pharmacy practice is becoming more innovative and changing rapidly. New services such as immunisation, 
compounding, cytotoxic aseptic preparation and private consultations be it in pharmacotherapy, mental 
health or weight loss are but a few that may require premises modification. 

In addition, it is obligatory that all workplaces be made safe both from a personal security perspective and 
with regard to adhering to safe workloads. There is no need to remind competent health professionals what 
non- adherence to these basic requirements could lead to. 

I commend this Newsletter and trust that you and your staff will take the opportunity to review your current 
operating procedures with regard to full and appropriate compliance with the legislation and the VPA 
Guidelines. 

Michael Scavone  
Chair 
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The circular is sent by email to all licence holders and registered premises in addition to being 
published on the Victorian Pharmacy Authority (VPA) website. 
	  

Panel Hearings 
  
Twenty-eight Panel Hearings pursuant to section 57 of the Pharmacy Regulation Act 2010 were 
conducted during the period 1 July 2013 to 30 June 2014. The hearings considered a total of 203 
deficiencies arising from inspections and notifications. 
 

Area of non-compliance/deficiency 
Number of 

HEARINGS listing 
deficiencies 

1. Pharmacy Regulation Act 2010, including the Schedule to the Pharmacy 
Regulation Act 2010 14 

2. VictorianPharmacyAuthorityGuidelines 24 
3. PharmacyBoardofAustraliaGuidelines 17 
4. DPCSRegulations2006 
    (a) Div2–Treatment 

(26) 
1 

    (b) Div4–Storage(Schedule8) 19 
           Div 4 – Storage (Schedule 4) 4 
    (c) Div 5 – Records (Schedule 8) 19 
    (d) Part4–Schedule3Poisons 5 
5. Other: including Pharmacotherapy Policy 2013(Departmentof Health), 
Australian Pharmaceutical Formulary 22, Therapeutic Goods 
Administration, mandatory sedation warning labels, Return Unwanted 
Medicines (RUM). 

15 

 

• 26 of the 28 panel hearings included deficiencies related to breaches of drugs and poisons 
legislation. Most panel hearings were convened after the Authority considered investigation 
reports relating to these matters. 
 

o 19 hearings involved deficiencies under Division 4 of the Drugs, Poisons and 
Controlled Substances Regulations 2006 in relation to storage of S8 poisons. The 
majority involved failure to store S8 poisons in a lockable storage facility pursuant to 
regulation 35, and many controlled drugs safes did not meet the requirement for 
secure attachment. 

o 19 hearings involved deficiencies under Division 5 of the Drugs, Poisons and 
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Controlled Substances Regulations 2006 in relation to records for S8 poisons. These 
comprised failure to keep records pursuant to regulation 40, failure to keep records 
pursuant to regulation 41(1) (namely that records show the true and accurate 
balance of each Schedule 8 poison remaining in the person’s possession after each 
transaction), and failure to investigate discrepancies in records pursuant to 
regulation 43. Many deficiencies under Division 5 involved methadone and other 
opioid replacement therapies. 

o Four hearings considered deficiencies relating to storage of S4 poisons pursuant to 
regulation 34 (e.g. S4 poisons stored outside the dispensary and not in a lockable 
storage facility). Five hearings considered deficiencies relating to storage and 
provision of S3 poisons pursuant to regulations 61-63 (e.g. S3 poison supply not 
personally supervised by a pharmacist, failure of pharmacist to establish a 
therapeutic need, inappropriate display or promotion of S3 poisons). 
 

• 14 of the 28 hearings included allegations relating to breaches of the Pharmacy Regulation 
Act 2010. Of the 24 allegations, one related to unapproved alterations to the pharmacy 
premises. The remaining 23 allegations related to failure to comply with the Schedule to the 
Pharmacy Regulation Act 2010 (including clauses requiring premises to be maintained in a 
clean and hygienic manner, premises to be secure, adequate arrangements in place to 
ensure identity of medicines being supplied or dispensed to a client of the pharmacy cannot 
be known by another person present in the pharmacy who is not a person carrying on the 
pharmacy business or a member of the staff of the business, and that medicines are not re-
used after dispensing and after they have left the pharmacy). 
 

• 24 of the 28 hearings included allegations relating to failure to comply with VPA Guidelines. 
These included failure to maintain a data logger in the drug refrigerator (20 hearings), 
failure to store/possess keys to controlled drug safes appropriately (11 hearings), and 
failure to maintain dedicated prescription reception and counselling points fitted with 
opaque privacy screens (seven hearings). The Authority reminds pharmacists that the 
current Guidelines of the VPA and self-audit forms are available on the Authority website. 
 

• 17 hearings included allegations relating to failure to comply with PBA Guidelines. Most of 
these related to failure to comply with PBA Guidelines on specialised supply arrangements 
for dose administration aids. 
 

• Decisions of panels resulted in 22 licensees being cautioned and six licensees were 
reprimanded. Conditions were placed on licenses following four hearings. 

	  

Dispensing in places other than a pharmacy or 
pharmacy department 
  
The majority of pharmacists who supply, compound or dispense medicines in Victoria do so from 
registered pharmacy premises or pharmacy departments. There are however circumstances in 
which a pharmacist may be approved to supply, compound or dispense medicines on a case by 
case basis from premises that are not registered. Examples include: 

• Dispensing from a ward in a hospital to provide timely discharge medicines; 
• Dispensing from a pharmacy room for the period of major events such as the 

Commonwealth Games or 
• Scout Jamboree; 
• Dispensing from a pharmacy room in a hospital that does not have a pharmacy department; 
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• Dispensing from a pharmacy area or room in specialty outpatient clinics. 
 

The Authority approves pharmacists to dispense medicines in special circumstances such as 
these to improve access to medications for patients and enable pharmacists to provide a more 
efficient and cost-effective service.   

The Authority is concerned that there may be cases in which pharmacists are supplying, 
compounding or dispensing medicines in premises that are not registered AND without the 
necessary approval.  

Section 29(1) of the Pharmacy Regulation Act 2010 states: 

A registered pharmacist must not supply, compound or dispense medicines except: 

(a) from a pharmacy or pharmacy department that is approved by the Authority; or  
(b) in any other special circumstances that are approved by the Authority in a particular case. 

Applications for approval involve consideration of the proposed location to be used to supply, 
compound or dispense and why the service cannot be provided from a pharmacy or pharmacy 
department. Other factors include access, security, the type of service and intended clients. When 
seeking re-approval, applicants are required to complete an annual declaration stating that 
circumstances relating to the location, layout, equipment and security of the work area are 
substantially unchanged from those previously approved.   

When pharmacists supply, compound or dispense in settings which are not registered premises 
and without Authority approval, members of the public along with pharmacists and support staff 
may be placed at considerable risk. Further, pharmacists supplying, compounding or dispensing in 
unapproved circumstances may not be covered by professional indemnity insurance.   

Authority approval is not required if practise is restricted to clinical or administrative activities that 
do not involve the supply, compounding or dispensing of medicines. Pharmacists are encouraged 
to contact the Authority if clarification is required. 

	  

Alterations to registered premises 
  
An application for alterations to an existing registered premises must be approved by the Authority 
prior to making significant alterations to a pharmacy or pharmacy department.  Significant 
alterations include any of the following: 

• Alterations to the perimeter or perimeter security of the premises; 
• Alterations affecting public access to the premises; 
• Alterations to the dispensary including changes to floor area and access to the dispensary; 
• Addition of a compounding room or dose administration aid filling room separate to the 

dispensary; 
• Alterations to counselling areas. 

 
This list is not exhaustive. If clarification is required applicants are advised to speak to an Authority 
officer for advice. 
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Compounding pharmacies 
  
There are now about 40 pharmacies in Victoria that describe themselves as “compounding 
pharmacies” or similar. There is no statutory definition of a compounding pharmacy but the 
Authority has taken the view that pharmacies that so describe themselves prepare more complex 
formulations of high milligram potency or those that require special handling in terms of operator 
safety. 

Any licensee who proposes to set up a compounding laboratory should contact the Authority’s 
office before proceeding with an application for alterations of the premises. 

	  

Accuracy of weighing equipment 
  
Pharmacists are responsible for the accuracy of weighing equipment they use. Good practice 
suggests that weighing equipment should be tested at least every five years (VPA Guidelines 
3.4.2). Laboratory balances used by compounding pharmacies should reasonably be expected to 
undergo more frequent testing (full calibration/service at least every three years recommended). 
Compounding pharmacists should also be checking accuracy of electronic scales on a regular 
basis using brass masses. Advice on user checks and maintenance should be sought from 
weighing equipment manufacturers or distributors. 

	  

Storage and display of Schedule 3 poisons 
  
Pharmacists are granted the legal authority to supply Schedule 3 poisons in particular 
circumstances as provided in Part 4 of the Drugs, Poisons and Controlled Substances Regulations 
2006 which requires (inter alia) that a pharmacist: 

• Must only supply a Schedule 3 poison for the therapeutic use of a person or animal after 
having taken reasonable steps to ensure a therapeutic need exists; 

• Must not keep, store or display any Schedule 3 poison in a manner which readily allows self-
selection by the public or in a manner which will promote the sale of the Schedule 3 poison 
or draw undue attention to it; and 

• Must personally deliver or supervise its delivery, provide directions for use and place a label 
on the container which uniquely identifies the pharmacy. 
 

The use of multiple shelf facings, fluoro shelf talkers, specials signs, etc breach these 
regulations. Pharmacists frequently comment that their marketing group has arranged the position 
and display, however, such activities may be unlawful. It is the licence and premises registration 
holders who may face prosecution.  This matter has been prevalent with regard to codeine 
containing analgesic products which contributes to abuse within the community. The scheduling of 
codeine continues to be reviewed and it is difficult to understand why some pharmacists not only 
commit offences but put the future of their unique pharmacist only schedule in jeopardy. 
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Unlawful directions 
 
The VPA is sometimes informed by pharmacist owners that they are unable to make changes to 
their premises without approval from head office. It is concerning that they do not understand the 
legislation under which they practise and it is their licence and premises registration which are at 
risk. 

Section 136 of the National Law states that a person must not direct or incite a registered health 
practitioner to do anything , in the course of the practitioner’s practice of the health profession, that 
amounts to unprofessional conduct or professional misconduct. 

Section 11 of the Pharmacy Regulation Act 2010 states that a provision in a bill of sale, mortgage, 
lease or in any other commercial arrangement in respect of a pharmacy or pharmacy business 
that gives to any person other than the person licensed under section 38 to carry on the pharmacy 
business- 
(a) the right to control the manner in which the pharmacy business is carried on; or  
(b) the right of access to books of accounts or records kept in respect of that business, otherwise 
than for the purpose of determining whether or not the conditions of the relevant document are 
being complied with; or  
(c) the right to receive any consideration that varies according to the profits or takings in respect of 
the business- is void. 

This means that retail managers may not direct pharmacists on how they practise as a pharmacist 
or where and how Schedule 3 poisons are to be displayed and sold and that pharmacists at all 
times remain able to make their own decisions about their pharmacies. 

	  

Use of data loggers in drug refrigerators 
 
The use of drug refrigerator data loggers has been a requirement since 2009. Current guidelines 
require a continuously recording thermometer with a sensor connected to the computer (or 
functionally similar arrangements) to alert staff to any malfunction when the premises are 
unoccupied and provide sufficient information to allow the effect of the malfunction on the integrity 
of medicines to be assessed. 

In arrangements where the sensor is not directly connected to a computer, the practise of 
recording minimum and maximum refrigerator temperatures on a daily basis provides a useful first 
alert that a cold chain breach may have occurred e.g. overnight. The data logger can then be used 
to determine how long medicines have been stored outside the recommended range, providing 
valuable information to help assess whether certain medicines can still be used. 

A cold chain breach occurs if vaccine storage temperatures have been outside the recommended 
range of 2° to 8°C. It excludes fluctuations up to 12°C, lasting no longer than 15 minutes, as may 
occur during stock taking or restocking the refrigerator. Advice should be sought from 
manufacturers regarding specific products. 
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Compliance with Schedule 8 requirements 
 
Late last year the VPA cooperated with the Drugs and Poisons Regulation Group (DPR) in 
distributing information and a certification regarding compliance with Schedule 8 requirements. A 
number of pharmacies did not respond and it is assumed that they may be unable to certify 
compliance and therefore may be more likely to a practice audit to ensure public safety. 

It is still possible to respond to the correspondence by using the following information. 

Please confirm that your pharmacy is complying with the noted regulations by inserting relevant 
information and emailing the confirmation, within 30 days, to chris.falcke@health.vic.gov.au 

 
	  

Stolen & forged prescriptions (handwritten and 
computer-generated) 
 
The DPR website (www.health.vic.gov.au/dpcs/reqhealth) should be bookmarked for ready 
reference in relation to forged and stolen prescriptions. Beneath the sub-heading for pharmacists: 

• There is a report form that is to be submitted if a pharmacist is presented with a forged or 
fraudulently altered prescription. Reporting forged prescriptions is a regulatory requirement; 
it is not optional. 

• There are frequently updated details of stolen prescriptions in two tables, which allow a 
pharmacist to search for names of purported prescribers and details that are pre-printed on 
the rear of stolen pages for computer-generated prescriptions. 
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Methadone for opioid replacement therapy 
 
VPA Officers frequently observe that pharmacists fail to maintain a true and accurate balance of 
methadone and other opioid substitution therapies. 

Regulation 41 of The Drugs, Poisons & Controlled Substances Regulations 2006 requires 
pharmacists to ensure that the true and accurate balance of each Schedule 8 poison remaining 
after each transaction is shown in the records. In the case of methadone and buprenorphine for 
opioid replacement therapy this requires pharmacists to record the total quantities used in a 
Schedule 8 register on at least a daily basis, and to reconcile the calculated balance with actual 
stock on hand regularly to ensure accuracy of the register. That is, records must show the actual 
balance, not merely a calculated balance, and these should be reconciled on a regular basis. 

If the methadone calculated balance is not regularly reconciled with the actual balance, significant 
discrepancies can result over time as a result of overage in stock bottles, error in measurement 
and spillage. If a calculated balance does not reflect the actual balance it may not be possible to 
determine what the balance should be and this presents a considerable risk. Pharmacists should 
ensure that measuring devices used for measuring doses are accurate. 

Pharmacists are also reminded that receptacles for working stock of methadone concentrate must 
be labelled with drug name and strength. Receptacles such as cups, mugs, glasses, disposable 
cups are not suitable for this purpose. A laboratory beaker would be more suitable. 

Refer to the Health Department’s Policy for maintenance pharmacotherapy for opioid dependence 
2013 for further guidance on records of administration. 

	  

Break-ins and hold-ups 
 
A significant number of break-ins and some armed hold-ups continue to occur in pharmacies 
mainly for pseudoephedrine and narcotic products. The VPA encourages pharmacists to conduct 
risk assessments of their pharmacies and to seek expert advice from their area crime prevention 
officer from Victoria Police or their insurer. 

The use of closed circuit television monitoring, obstruction to direct entry into the dispensary, glass 
break detectors, non-display of pseudoephedrine products with minimum stock holding, and 
movement detectors including coverage of the dispensary and controlled drug safe/s, all assist in 
providing deterrence. 

Some excellent brochures are available from insurers and these can help develop plans of what to 
do in the event of an armed hold-up particularly in minimising the risk of harm to pharmacists, staff 
and consumers. 

	  

Return of unwanted medicines (RUM) 
 
Yellow RUM bins are reported to be in short supply. As members of the public and nursing homes 
continue to return unwanted medicines to pharmacies, the Authority advises that bulky packages 
of returned medicines be crushed or otherwise compressed so that more can be placed in a RUM 
bin. If the quantity of returned medicines exceeds the capacity of the bin(s), the medicines should 
be temporarily secured in a locked room or cupboard until the bins become available again. 
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Members of the Victorian Pharmacy Authority 
 
Mr M Scavone, Chair  

Miss T Riley  

Ms E Alter  
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Mr G Calandra  

Mr R Frederico 

	  

Authority Pharmacists 
 
Registrar: Mr S H P Marty  

Senior Pharmacist: Mr D M Thirlwall  

Pharmacist: Mr D B Newgreen  

Pharmacist: Mr A Bawden  
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Contact Details 
 
Address: Level 6, 369 Royal Parade, Parkville, Victoria, Australia 3052  
Telephone: (03) 9356 8400  
Facsimile: (03) 9348 0608  
Email: enquiries@pharmacy.vic.gov.au  
Website: www.pharmacy.vic.gov.au   

 


