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Responses to consultation questions 
Please provide your feedback as a Word document (or equivalent)
 to pharmacyconsultation@ahpra.gov.au by close of business on Monday 30 June 2014. 
Stakeholder Details
If you wish to include background information about your organisation please provide this as a separate word document (not PDF). 

	Organisation name

	Joondalup Hospital Pharmacy & Southwest Hospital Pharmacy


	Contact information 

(please include contact person’s name and email address)

	Chris Shenton
[content redacted]



Your responses to consultation questions on the draft Guidelines on compounding of medicines
	1. Do the draft guidelines clearly differentiate between simple compounding and complex compounding?

	The guidelines do include a clear definition of simple compounding and complex compounding. We are concerned that sterile admixture services, where TGA approved products are reconstituted and diluted into patient ready dosage forms, are considered complex in the same manner that a parenteral product that may be compounded from an active pharmaceutical ingredient (API) is considered complex. In this example a compounded parenteral product obviously represents considerably greater risk and is therefore more complex.


	2. Do the draft guidelines clearly outline which requirements apply to pharmacists who undertake either or both types of compounding (simple and/or complex compounding), and which requirements apply only to pharmacists who undertake complex compounding?

	It is reasonably clear which guidelines apply to simple and complex compounding. No doubt a tabulated point form version would be easier to read and refer to and this could follow in time.


	3. Is the content of the draft guidelines helpful?

	The content is more helpful than the previous guideline given the level of detail. There is no specific attention on the compounding that occurs in private hospitals. There is a lack of evidence based referencing of the guidelines.


	4. Is there any content that needs to be changed, added or deleted in the draft guidelines?

	Item 3 regarding sterile compounding is restrictive on current practice and will lead to limitations to patient care and wastage of medicines. The statement that “Only medicines for parenteral administration with a shelf life of up to 24 hours should be compounded by a pharmacist for use by a specific patient.” is of considerable concern.

1. Many medicines are delivered over greater periods than 24 hours

a. For example 5 day fluorouracil chemotherapy infusions

b. Home hospital antibiotic infusions administered via elastomeric pump devices.

c. Delivery of home hospital medicines to rural and remote patients 
2. The shorter expiry dates attached to products often costing many thousands of dollars will lead to uncessesary wastage.
a. Patients may delay therapy for a variety of reasons. 

b. It is unreasonable to destroy expensive doses when patients present again a day or two after scheduled treatment.

3. 24 hours would seem to be an arbitary time period. Where is the evidence base for the increase in patient safety for such a guideline? Risk management strategies employed by the pharmacy can clearly show that longer expiry dates are not harmful to patients. There is extensive data on the chemical stability of drugs in IV solutions.
4. Hospitals often required admixed medicines and other compounded medicines available for use on a variety of patients.

a. Examples include methotrexate injection for ectopic pregnancy
b. Specially formulated narcotic patient controlled analgesia.

c. Health professionals employed by hospitals make a risk/ benefit assessment of the use of admixed medicines for patients.

d. Hospitals keep clear records of which patient received each medicine so usage is easily tracked to individual patients.

5. Significant data exists in the literature of the value of pharmacy admixture services in providing quality product when compared to nursing admixture in the ward.

6. A risk assessment by presentation, molecule, intended use and admixture method could be used to present a strategy for the admixture expiry dates and supply methods.


	5. Do you have any suggestions for questions to be answered in Frequently Asked Questions developed by the Board to support the guidelines? 

	Clear understanding of the capability of dedicated admixture services in private hospitals. In many cases these facilities are better staffed and resourced than public hospital facilities which are exempted from the guidelines.


	6. Is the purpose of the practice profile clearly explained in the draft guidelines?

	The purpose of the practice profile is explained clearly enough though implementation will have its difficulties particularly in the area of accredited sterile training. Presently our regional and metropolitan Western Australian based pharmacists travel to Melbourne for sterile training at Box Hill Institute. Consideration of staged implementation as courses become available locally is desirable.


	7. Do you have any other comments on the draft guidelines?

	We reiterate our concern that these detailed guidelines have no evidence based references aside from previous guidelines published by the board. Such significant practice documents should be based on scientific studies and validated risk assessments.
An unintended outcome of the guidelines as prepared will likely be a widening of the gap between TGA approved 3rd party compounders and specialist compounding pharmacies. Our business model is to supply high quality sterile admixtures in a rapid fashion to hospital clients. This enables a bespoke chemotherapy service and efficient discharge of patients on home IV therapy.

TGA licensing is more appropriate for large operations servicing multiple clients for both procedural and economic reasons.

The effects of these guidelines should be considered as much in regional areas where access to 3rd party compounders is limited and the gap between onsite compounding and external service enormous for the patient.



Please provide your feedback as a Word document (or equivalent) to pharmacyconsultation@ahpra.gov.au by close of business on Monday 30 June 2014.
� You are welcome to supply a PDF file of your feedback in addition to the word (or equivalent) file, however we request that you do supply a text or word file. As part of an effort to meet international website accessibility guidelines, AHPRA and National Boards are striving to publish documents in accessible formats (such as word), in addition to PDFs. More information about this is available at � HYPERLINK "http://www.ahpra.gov.au/About-AHPRA/Accessibility.aspx" �www.ahpra.gov.au/About-AHPRA/Accessibility.aspx�.
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