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Communiqué 
Number 2, 2019  

This communiqué is issued by the Victorian Pharmacy Authority (the “Authority”) to inform 
stakeholders about the Authority’s regulatory activities.  

Compounding alert 

In recent months, VPA inspectors have identified a number of pharmacies carrying out complex 
compounding in circumstances that do not meet guidelines and/or legislative requirements. 

Of particular concern are cases in which compounding of hazardous substances such as hormones 
has taken place without appropriate personal protective equipment and a powder containment 
cabinet. This type of practice presents significant risks to the safety of the public and pharmacy staff.  

In several cases, compounded medicines were supplied by a compounding pharmacy to another 
pharmacy for on-supply in breach of therapeutic goods legislation. 

The Authority urges all pharmacists undertaking or considering undertaking complex compounding to 
thoroughly research relevant guidelines and legislation and undertake appropriate risk assessments. 
References should include but not be limited to: 

• The Victorian Pharmacy Authority Guidelines (which specify an enclosed laboratory and other 
requirements for the premises) 

• The Pharmacy Board of Australia’s Guidelines on compounding of medicines (defines 
“complex compounding” and provide guidance on specific issues regarding compounding) 

• The Pharmacy Board of Australia’s Background on the regulation of compounding by 
pharmacists (which provides an explanation of the regulatory environment including relevant 
exemptions under therapeutic goods legislation) 

• The Pharmacy Board of Australia’s Professional practice profile for pharmacists undertaking 
complex compounding 

• The Extemporaneous Dispensing chapter in the current Australian Pharmaceutical Formulary 
and Handbook (APF 24) 

2019 pharmacy business audits 

The Authority recently commenced its expanded audit program of pharmacy business ownership and 
commercial arrangements following a pilot program last year. 

Pharmacies selected for audit were chosen anonymously by a committee of the Authority from lists of 
pharmacies meeting risk-based criteria. Licensees of the selected pharmacies will shortly be receiving 
letters requiring them to produce information and documents relating to pharmacy business 
ownership. 
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In each case, an ownership audit will examine if the pharmacy ownership arrangements comply with 
the ownership and undue influence provisions of the Pharmacy Regulation Act 2010. Additionally, the 
financial records of a subset of the selected pharmacies will be examined to confirm stated ownership 
arrangements and to ensure that there are no undeclared or unlawful arrangements in place. 

If a pharmacy ownership audit proves to be inconclusive, owners may be required to provide financial 
records. 

The Authority reminds stakeholders that a person may make notifications about licences if there is an 
indication that: 

• the licensee has contravened the requirements regarding ownership of pharmacies; or 
• the licensee is no longer eligible to hold a licence; or 
• the licence was or may have been improperly obtained because the Authority was provided 

with false or misleading information. 

Notification of changes to pharmacy commercial arrangements – new form 

The Authority has added a new form to its website to facilitate notification of changes to pharmacy 
business commercial arrangements by pharmacy owners. 

All licences are subject to the condition that licensees must inform the Authority of any changes to the 
commercial arrangements pursuant to which a pharmacy business is conducted or proposed to be 
conducted prior to those changes taking effect (e.g. in relation to trusts, partnership agreements, 
franchise agreements, licence agreements, service agreements, leases). 

Where a trust is involved in the ownership of a pharmacy business, the Authority must also be notified 
of any distribution made to a beneficiary under the trust. 

Licensees will be required to declare that they have complied with this notification condition on an 
annual basis commencing with 2019 licence renewals. 

The form can be downloaded from the Authority’s website here. 

Pharmacy department licences 

The Authority recently intervened to stop an arrangement whereby a service company was carrying 
on a pharmacy department on behalf of the hospital licensee. 

Under the Pharmacy Regulation Act 2010 a pharmacy department can only be carried on by a 
registered funded agency (i.e. hospital) or other eligible entity that holds a licence issued by the 
Authority.  

Recent panel hearings 

In January 2019 there were two panel hearings into allegations that licensees had failed to meet their 
responsibilities to comply with the Pharmacy Regulation Act 2010 and/or good pharmacy practice at 
registered premises. 

Case 1 

The licensee failed to maintain accurate records for Schedule 8 poisons. Transactions were not 
recorded in the Schedule 8 drug register as soon as practicable after completing transactions and 
there was evidence of 43 unprocessed transactions over a two-week period. The rate of barcode 
scanning during dispensing was unacceptably low and there was no procedure for monitoring drug 
refrigerator temperatures. 

https://www.pharmacy.vic.gov.au/index.php?view=forms&item=1040
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There were breaches of privacy relating to disposal of confidential waste, transfer of dispensed 
medicines in open baskets to the cash and wrap counter, and dose administration aid header cards 
were being sorted on a counter visible to the public in addition to other failures of good pharmacy 
practice. 

The licensee was reprimanded, and a condition imposed requiring the licensee to undertake and 
submit quarterly self audits of the pharmacy. The Panel required the licensee to submit additional 
evidence to demonstrate rectification of matters and the Authority subsequently directed that the 
pharmacy be reinspected at the licensee’s cost. 

Case 2 

The licensees were cautioned after altering the registered premises, including relocating the 
dispensary, without the prior approval of the Authority. As a result of the unapproved alterations, a 
monitored alarm system was not installed at the pharmacy in accordance with VPA Guidelines. 

Other deficiencies included inadequate attachment of a Schedule 8 poisons safe and storage of the 
keys to the safe, absence of privacy screens at prescription reception and counselling points, failure 
to maintain the dispensary as a private area dedicated to the dispensing of medicines and an 
unacceptable rate of barcode scanning during dispensing. 

 

 

David McConville 
Chair 
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